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81 Vaccine Influenza

Generic Product Use (GPU) desaluil

1329430 : Quadrivalent influenza vaccine (split virion %38 sub-Unit, inactivated) 0.5 ml injection
59 1329787: Trivalent influenza vaccine (split virion %39 sub-Unit, inactivated) 0.5 ml injection
38 1331967: Trivalent influenza vaccine (split virion %38 sub-Unit, inactivated) 0.5 ml injection

%39 1327069 Quadrivalent influenza vaccine (cell based) 0.5 ml injection

1. quansAaly

1.1 gUuwy gnusungneulAnnidedmivandndieuagldfams

12 dwuszneu  Tuhen 0.5 ml Uszneuse
Egg-based vaccines
+ an A/Victoria/4897/2022 (HIN1)pdm09-like virus;
« an A/Croatia/10136RV/2023 (H3N2)-like virus; and
« a B/Austria/1359417/2021 (B/Victoria lineage)-like virus.
The recommendation for the B/Yamagata lineage component of
quadrivalent influenza vaccines remains
+ a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus
Cell culture-, recombinant protein- or nucleic acid-based vaccines
+ an A/Wisconsin/67/2022 (HIN1)pdmO09-like virus;
« an A/District of Columbia/27/2023 (H3N2)-like virus; and
« a B/Austria/1359417/2021 (B/Victoria lineage)-like virus
The recommendation for the B/Yamagata lineage component of
quadrivalent influenza vaccines remains
« a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus
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1.3. TVUINUINY
1.4 MUUSUINY
1.5 aa1in

2. auanUAnIamaila

wh 23m 7

U3ums 0.5 ml

ussylunaendaunmnnidedmivliadufien (Single dose unit), vaon

gnurilaniondn (Pre-filled syringe)

O naBdEn: SETBNTIAT YAANLSY Tunuaey aviindn Lay
neidou eliegrednauuuussadue Sienansiiueiussglundeen

0 szqawﬁuﬁ:mmﬁﬂ's%‘a wazU3unns Haemagglutinin Tunuae
Mg/virus/dose

[

O seutna Minguaundniug wuzdilvdaielesiuln

wamimaﬁmswﬁﬂmmwLﬁuiﬂmu finished product specification Wwag Specification of Active

pharmaceutical ingredient (API) 181983 1nLadgssuatuifieadu delaaanzidoudediineiu

AZNITUNITOMITHALE NTENTNAITNEY vTlindussuiildendessaduatuniisumiivielvingd

wnsgundydriuladifunile a1uUsen1AnTENTNaIsITNEY 138 TEYA19181 WAL 2561 aeiun

6 SuAN WA, 2561 (@aUsenAluTIANUUNYITUA 12 QUAITUS 2562) wag seusiisen (Uui2) wa.

2562 awiufl 3 msnge 2562 (asUsemaluseRiaa U Uil 26 nsngAN 2562)

2.1 Specification of Final bulk or final lot :

Specification of ﬁ nis

product

inactivated influenza vaccine :

 Acceptance criteria

Inhouse

1 | Appearance

Colorless opalescent liquid Colorless clear liquid

2 | Identification

Positive identification for the 3 or 4 Complies with final lot

strains

specification

3 | Assay

-Haemagglutinin

antigen

The lower confidence limit (P = 0.95) The lower limit of

is not less than 80% of the amount confidence interval
stated on the LA for each strain (p=0.95) = 27.0 hg/mL;
( not less than 12 mcg/dose for ease confidence interval
strain) (p=0.95) within 80 to

125% of the estimated

content
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k) Speciﬁcatibh of finished |

~ Acceptance criteria

Acceptance criteria

product ) In house
4 | pH : Complied With s‘peciﬁcation 69-75
5 | Bacterial and fungal sterility Complied with specification Complies
6 | Extractable volume Complied with specification Complies
7 | Bacterial endotoxin test NMT 100 IU/human dose %§8 NMT 0.2 < 200 IU of endotoxins
g/L per mL
8 | Free formaldehyde NMT 0.2 g/l < 0.02 mg per mL

9 | Ovalbumin

NMT 1 fg/human dose

< 200 ng per mL

10 | Total protein

Complied with specification

< 80 Mg of protein other than

haemagglutinin per virus strain
per mL

< 320 Mg of protein other than

haemagglutinin per mL

11 | Sterility test

Complied with specification

Complies

WUIBIAe) - * U8 Uniformity of dosage units Wikuul@Naskanis8azBuananIsnsIaiasizy wniila

wiesreazideaidusavlilulu coa

- N3Nl lguninsiiu (waive) N1395I9d8UATIENTIENTSLA HBuLanuenansndngiu

fananiilasuoysfcoe

- Drug substance specification 31541910 1UTIATIENVBIENAN drug substance 3o U

a '3

AWAT1EN drug substance vandnedusazy avulaatunis Fsfinisnsialiaszvasuyn

o

P NNINUN

3. NMsUsziuAIUsEaNS N WAas1A1 (Price Performance)

a o a a a ' .
F1HALLDLANNLDNETT 13899 NTUTEINUANUTEENTNINABS1AT (Price Performance)

o a
4. WNASN Y IUNISNITUN

wnasildlumsiasanaunmen iSesiduionatsnseussymingauonalsnuaiu fusaluil

1) dwenansiniuen Muilng was/MsemMunsangy
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wureiue: Tunsanfilderduuuuazdesdisnarsuanideusldveteiniun1siusesann
AN UANENTSUNITEINITWAT YT Akanddnetuilveualy dealsseds devnuldifisuwindue

sunuulurunenldlunissnwvingu  wagiinnsszudemnuiaunisideniluenansiniuen

9

2) FunpnasuanidenNULAAINTBINITYUSTY (W kanaee) muiildtungiDeuly

3) dnduetunyfousiuen (wuu el vie 8.1) asunnmih wieusieaziBunudnuasianzues
grdnfagluardedinuauinigiuvesitnisiiasigien (Finished Product Specification and
Analytical Procedures) itunzideull lasfosdrsdaiiveniivssnianszvsnasisuquivsevie
Tminanusene

wanewe: nsiiiegszuintveaiudsuuvaiileisiasginasderimusmnnsgiuliaeandeniy
fenfivsemasusewdemmendgaseditnnuanenssumsensuaren Wuuudundveudly
Wasuuwlassemslunsideudiuen (wuu ne. 9) vie duundwsudludsuudasenislunsfoy
Asuen (Wuv 8.5) ineuriume

8) dunluddnistunsfousiuen Wuu ve.2 viie ve.3 wie ve.d vise 8.2 wdaudnse)

4.1.1.nsdlewanlusEmelng ve.2)

4.1.2ns@gnhidiitonisutaussgludssmelng (ve.3)

4.1.3 ns@gniudnandalssine (ve.d)

vagng: nsaifinsdsunvaaniludiuoyginuazaniuiingn IWuuudruidrvoudlsy
Wasuulassenistunsafoudifue wuu ne. 9) vie duundveudluisuudasenslungiden
dfusniieafudiueygyanazaniuiingn Wy 8.4)

5) dumilsdeduseannsgIunITHARBINNMANINUeNIEN TR UN1THANYY (Good Manufacturing
Practices (GMP)) lumneafiiRgrdesiueiiaue @uaaganuseumsanaaeulasfiegluisnainis
Fuse) lnudaeusenausniy
5.1. dwmlidefusesinsgiunindnginundninaeiisnisialunisnaningiudiendify

(Certificate of GMP Active Pharmaceutical Ingredient (API)
5.2. dumiidosuseansgunisnanenunaninuetisnsaalunsHanndndusienduiosy
(Certificate of GMP Finished Product)

6) lunsdififusrtdiidraindnauszina fudndesdduuimiedosusesnanine (Certificate of
pharmaceutical products, CPP) #3eniladasusean1sinnuie (Certificate of free sales, CFS) lu
vnagfiauey aduaaanuseunsninasulasiinaiusesdieiuusznmausemesan

7) wnsguvesdennuanuaningiudiendifty (Active Pharmaceutical Ingredient Specification)

warndnfneiendiia3u (Finished Product Specification)
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[

7.1, dwnnasgruingaudiendfey (Active Pharmaceutical Ingredient Specification) waginasgu
nanfuaiend11593U (Finished Product Specification) 1ngs¥yf13181 (Pharmacopoeia) il
g198ansAassilasunsgiusttssdendulunudeimuauazuinsgiuveimsimgily
fenlamnemilnauUssniansensNmsIigY 3esseyiisnen

7.2. @1 drug monograph waqﬁaﬁamﬁﬂﬁm (Active Pharmaceutical Ingredient) wagnansnse

ﬁﬁL%ﬁ]g‘U (Finished Product)

'
A v a g

7.3. nsalningAudled1Any (Active Pharmaceutical Ingredient Specification) n3andnineien
4115393 (Finished Product Specification) ius1nglusins1en (Non-official pharmacopoeia)
Fowanmdngiuihenfinasgiuvesmsiessidulunudenideladelud
7.3.1.ﬁ%’aﬁmuwLLazmmsgﬂuﬂJaamﬁLﬂﬂwﬁluﬁﬁwwawwmﬂﬁLﬁuau’l%ﬂmaq The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) 38

7.3.2 dofmunuarinnsgIuresnsIATEiEan (in-house process) fiaanndeiiy ICH
Guidelines ¥3®

7.3 3 dafmuanazinnsgiuialuvesnsiesesifidivualiludisen dsenle drsemids e
UseNANTENTNEE1 TG oq 52YMT1EN ﬁm%’ugmwumﬁuq (General requirement
for dosage form)

a o o w

NUYLAA: %ari’muﬂ@zumwfmmumma Ay (Active Pharmaceutical Ingredient Specification)

) o

°o &

wagnindngiendniagu (Finished Product Specification) Aaed1989ansis g fiunazatuiiienriu

v

gnukANTAAI e Tt M ruaLa NINTINYRINTIAT IR IngRUMENdAty 3o nansdwe
1d 593U
8) dumisdesusamanisiiaent (Certificate of Analysis (CoA)) lnefasusznousnie

g v °

8.1. duumthideiusaransimseningfusendfey (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) lngfinsusznaume

8.1.LadwmihdeSusewamslinswningiudienddty vewinaningausendfey (Supplier)
8.1.2.dnwumilsdesusemansiinseiingiudendiAy vesnaananiusiendniagy

(Manufacturer)
8.2. duumiladesusawmanisiiasizinindugiondniagy (Certificate of Analysis of Finished

Product) ‘Uad@:wamwamﬁmeﬁmﬁﬂﬁﬂgﬂ (Manufacturer)

[

8.3. wnanstudupnuduiusseninsiunisudnveingiuiiendidey (drug substance) way U1

<

HAnvUIHAninTd15a3U (finished product) Aildlumsndneuiidaey
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9) duenaNsLaRINaNIIANYIAMLALRA (Stability data)

9.1, dMUNBNANTUARNINANITANYIANAIAITEELEN (Long term stability data) 31131 3 JUNISHER

9.2. dulenaITHAMINANITANYIAMUALATLLANTIZIS (Accelerated stability data) 4112 3 Ju
NSHAR

9.3, diunenmsuanINansAnuikansieamsavinuiasineld 1 g /duuaniusansnanis
$hw (nsdledia) (G13)

9.4. n3difugnifesarae/iForneuld WdiuenasnanisAnuanuasimdinisaraiouas/
w30 Wonvvaulald Tudivinazanenieg asutiulazaanndssdulonalsnnduel (In use
stability data)

10) duumilsdosusemandusiendniagy (Certificate of Pharmaceutical Product) wavngentidiunluy

Uszmeilng

11) diumangiuauauyavesnandiueie (Bioequivalence) lngnan1sfinyiAuaNsaveIHan e

(Bioequivalence) Wulunudaiivun ASEAN Guidelines for the Conduct of Bioavailability and

Bioequivalence Studies %3 filen13fnu¥rusednsuanarrauyavonindnaien nsens

asnsagy lnganduvidemhsnufnuihauyadildsunissusesann dinnuangnssumseimsiay

g1 adutlaguu (nsallulyendunuu)
12) dumifdefusownigrunsu fURnumdninamiasnisiatuieal fURn1s (Good Laboratory

Practices (GLP) Tunsdifivhnisfnun@rauyatidnassing

13) dnumbidesusesnnsgiumsifivinwinasnszangginundninueiisnsialunisifiuineuinay

N3231881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) glauenmiesdeinetaeneg1atey 3 Miiusiyiue

15) duumilidosuseannsgruresfunag ISO/EC17025 Tusrenseriiiaus (id

16) duueNa1THANIUBYaN1TLATUNITUITIRIU Green book TensainenmansnIswnng (i)

17) dunenasuanatayan1siaiunisussylu Orange book ¥es Thai Orange Book %38 European

Medicines Agency (61l

18) nsdilslldendunuudosuanimsfinuussdvsnmandouarsudade vesluvsemalnesuiiioy

AugAuuuULagARIRluNTaITINITUNINg

19) N199UTHIILETTUNTNIUAILYTENAAULATTUNITHAILNTEUUEIUVINA (Foainmusiadesssudne

Y a

NTAUAINNITVIB1VOWIEINALNY WA, 2559 3093855 T1DUS Naeandasiusznme (fnd)

5. [aulvuduq
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1) gvpsiiongivdeliosnit 4 ey tuiniuiidwweuen Insuivmsesiunasuaulunsdlemuaeny

2) smniumsHaniidaeuliuigudnisunmgazdesdiumlidesusosranisiingie (Certificate of
Analysis (CoA))

3) frisardealludueniuasusisieslndvunengriaifieiamsidenamnnauimuanusuiugie

4) winqudnisunmdmulgmaunmanuanduritasdeinisdinsiaiiodiaszinuain {ming
wanfusiorazdugFuinseumlisnglunsiieseiannimer wardienluduiigngiieseviay
wigugnITUNmNg

5) fauena(ueBuyeslienidndyanieuasuimun il
5.1. winfimsduasiadiasizdnnnsuingrmansnisunndudinanisiasziliidulunuuinsgiu
5.2. nsdindnfaienaiaiigniFonifviuaniismaialasdiinauanznssunisemnsuasen
5.3. nsdmudlaunmannadafurifienadssasoyssdvinauasanuuasnseegaeildiue

5.4. nsdifinnznssumsndynssuuaznmsthadaesenaindden AUGNTUNNg1veENENNTT {170

glupsadaly

ANENTTUNSIMUATIEaIBUAULATAUAN BUZIANY

N33UNT A33UNT
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AudnisunndUyayriumiing vausznu

wUUUsZUATUTZENSAINADS1A1 (Price Performance) Ussinneiadl

< R
W3 umiin (Seway)

LaunmuazaauUndulsslordsonesisnis 70

2.9 30

wa =

1. aunmuazauantanlulsslevddenisnvns (Gevay 70)

11 1 370 20

2D,

2N13A1

inagimMsUsTiuaunwaaadueieJoandsy

AZLUL
n. 52&@232&05 (General quality criteria) 20
1) WATFIUMSHARIMUMENIN ST IB TR UM IHEREN 1.5
2) wnsgIngAuimedny (Active Pharmaceutical Ingredient Specification) uazanmsgiu
Hansiugie1d1593U (Finished Product Specification) 3
3) WRIFIWvRIUURNS 2
4) wesgIuMsivinyLasnsEeeIIAnINUIRsNsRLuNSu v LaznsEA18ET (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) URTFIURENS N 7.5
6) AuatRndoUsylomiemsui iRy 4
. INUTIRMNINIANIE (Specific quality criteria) 80
1) waigadaunmntsdesusenansinsizi (Certificate of Analysis ; CoA) 20
2) wafigataunInn1IAnwIAINAN (Stability data) o
3) waRgavnunWYBINTULUTIRduTALT UTTsiuaraain (Package & Labeling) AN 6
VariuandYssU
4) anuwinisulunsiidasnuniuefuluy (Therapeutic Equivalence) 10
5) MIANY/ATENAaTn 32
6) FPUUDUTUNUNIILTITUY WANUNIIY 5
AZLUUTIN 100

s ! H s ' 2 as - v _ v a a
Jowazazuuulaglivdnnisdwumin (Erahwinlasssuunsindadniramadgfesidnnseiind

70

ANENTTUNSIVUATIBALBEALAT AUAN YT LANTE

UsesunIsung ¥ \ w 3 N 5
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2. 5101 (5avaz 30)
Fudsiusmazgnuszdunainzuuilaessuunmsindedndniniasfiedidinnseting (Electronic Government Procurement; e-GP) vasnsudiy@nans
NIENTNNTAN

ANTNITUNISAMUATWAZIBEALAT ANEN YZIANE
1.89%0 Ala\y‘\ UsEsunsIuNs 2.a3%0......... w .... H . o\ ....... 0 ASIUNTS
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ASLUY

n. 52@52:2&&& (General quality criteria)

20

gaat al

tqsmm._::qmtmseJs\_ﬁsm:Saﬁom:\ﬁsmﬁﬁzamzmsaa (ASUUUTAI = 99 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tunuaneniiausvie atuanan
MusauMsnsdeulneiinadusesteTulszMAlsENMnsIA/Anvaen (tAandalavanils)

0.5

1.1.1. 185UM55U89 GMP-PIC/S 971 PIC/S participating authorities %38 cGMP

0.5

1.1.2. 185un135u599 WHO-GMP %38 %58 cGMP vSawisuivin Tuvainiineivesiu API

0.1

1.1.3.195un35Us89 WHO-GMP %38 cGMP w3aifisuwin usiliiszyvsiadaiau / lifiienans
wanIN33uTes GMP (laWe5047)

0

1.1.4.165Un55U589 GMP-PIC/S %158 WHO-GMP %38 cGMP Miviumengneuiudszniausznn
5171 waglifiionansuansnisBureseniy wie ludvdngunansiuvuneny (lWersa)

1.1.5. Lile¥un135uUs99 GMP-PIC/S %138 WHO-GMP (laiwar5ad7)

1.2 Certificate of GMP Finished Product luniineniliauauiy atuaiganiuseunmnadaulag
o Y P =
finaSusesdeiulsznauseningen (@andeladonile)

0:5

1.2.1. 1¢5Un155U589 GMP-PIC/S 910 PIC/S participating authorities 38 cGMP waz/%3e
mldesusowansium (Certificate of pharmaceutical products) 310 PIC/S
participating authorities luvinagfilausus (nsdleindn) vieldsunissuses GMP-
PIC/S :NETNMUAMENITUNITDITHALEN

0.5

1.2.2. 195un135Us89 WHO-GMP %38 cGMP %84 Useimegnan Tuviiafitiedteanu Finished
Product waz/vi5e vilsdesusomaninm (Certificate of pharmaceutical products) u
MR filE@ueus (naleugn)

0.1

1.2.3. l95Un155u589 WHO-GMP usiliiszymnadaau (laiwarsasn)

1.2.4. 1#5Un155U589 GMP-PIC/S %38 WHO-GMP %38 cGMP Mivima1gnauiulsemalsznig
51 wazhifilonansuananistuvesionns (lWa15as)

1.89%0 ...

ANENITUNITAVUATIHALLBIALAEANANYILIaNE

UsLEIUNTITUNNT N3IUNT

(WALWEY. WYSWITEU B13ER) (ney.edan Tudna)
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1.3 ns@imdugnighanmelsena sesdidnumiidesusowdniag (Certificate of
pharmaceutical products: CPP) visenisdeiusesmsdimine (Certificate of free sales: CFS)
i
Tunmineeniiausuy

0.5

1.3.1. CPP w30 CFS athudngn (mwseunismsieaev) nsdilergliiiorgnissuseisiudsenie
Uszmnzing veeluefindnluuseimealng

0.5

1.3.2. sifl CPP w0 CFS v &l CPP / CFS inumeny

wnsguingAuddedrAty (Active Pharmaceutical Ingredient Specification) uaz
umsgunaniusierdsagy (Finished Product Specification)
wﬂﬁaMEQEQ&hwbm«deQM%\QSWRQQQ (ASUUUTIN = 99 2.1 +2.2)

2.1 wmsgruingiudmendifg (Active Pharmaceutical Ingredient Specification) (tGandalava
=
9idd)

2.1.1. nsailesumssuseslussnen (Official Pharmacopoeia) ({dandalavanils)

1) #1983 USP, BP, Ph.Eur. , IP JP atfuage (muenansitungideuld) waznisensdetu
dosiunlulunzifousuewan (o5 1 ay.ayilR)

125

1.5

2) #1991 USP, BP, Ph.Eur. , IP ,JP atiuangn (muenansituneieuld) vieduudilylu
nefousdueuds @ .5 99U sy, melu 2 Yuadeldldiuniseusdi@ wasuuilureu
TulsEnIngIAn)

0.75

3)  $198¢ USP, BP, Ph.Eur,, IP JP adiulmindiusznia szysanen uazuilulunsidou

f3ueBauiasuan @o.5 1 oe.aulR)

4) #1983 USP, BP, Ph.Eur,, IP, JP adulumindiuszma szydsnen uazBuunlvlunzileou
f¥ueuds @ 8.5 Mou se. melu 2 YuddldldSunseulia uazduuilunowiu
UiznIniIn1)

0.25

5) 1383 USP, BP, Ph.Eur,, IP,JP atiuanga visalmindnsznia seymsen uazudlyly

KU Sy e el e

Il o 1% (5.4 1l h\n. =1 o @
neideussueual wide llgguunlylungideusisuen

6) ©1999 USP. , BP., Ph.Eur, IP, TP, JP S&dm@%ﬂ%m sum.Usend) wasunluly

I o v a a wa
nzilumiveum (He.5 1 8.91U%)

1Y

Dguzmmﬁzgmm‘gﬁsmqmmurmcsquan:wvdm:urwﬁgu

Q U5£51UNTIUNS
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w1 5 970 20

= v
Fan15An
naginsUszliununaanfusie Yoy AZLUU
7) #1993 USP. , BP., Ph.Eur, IP, TP, JP (aUfumuss1enyt sum.Usene) uaztiuwnlylu 0.15
=1 o w 1 o o | (% M Yo wa A '
nuifoud¥ueudn (@ 8.5 Aty ey, nelu 2 Yuaddlilesunsewi® uarBuunluneu
JuusenIng1an)
8) #1989 USP. , BP., Ph.Eur,, IP, TP, JP (atfumussiend sum.usenid) wazuilulu 0
neiduussusua wad lilaguudlyluns Deussuen
9)  #edehsenatiusinitUsemaiisien (lainanse)

2.1.2. 1esguseenuOfficial Pharmacopoeia yosUszmnAnduanTnues The International
Conference on Harmonisation (ICH) (il@w1gau9n ICH Official Pharmacopoeia
harmonization A& USP, BP, Ph.Eur., JP., Ph Int.) ﬁm@&@%gﬁsgmagsﬂwé In-house
process fiaonndeiu ICH Guidelines uag/v3e Pharmacopoeia General
Requirements (idandaladonis)

1) #1983 Official Pharmacopoeia U8sUszinaaunTn ICH wag/%38 In-house process il 1.5

aonAdariu ICH Guidelines %Se Pharmacopoeia General Requirements aUualga

ynvhde warudlalunzilausmivensauiosudan §e.5 7 0y.aylR)

2) 81984 Official Pharmacopoeia 909UsgnAaNNTn ICH Waz/%38 In-house process il 1.25
donAdeiu ICH Guidelines %138 Pharmacopoeia General Requirements atulual
nd1UsEmAdisend suaUssme yavhde wazuilalunsiBoud$ueuds @e s 7
98.91117)

3)  §1984 Official Pharmacopoeia 989UsgnA@un ICH wag/%58 In-house process il 0.75
doarandfiu ICH Guidelines #38 Pharmacopoeia General Requirements aUuug1ga
vizalmsindnUszmasnsenit sundsenna yaviade uazBundlvlungiiowihiueuda
@ 0.5 #8u 0. melu 2 uddsllFsunsensid wazduusludeuiulszniasan)

4) 81984 Official Pharmacopoeia ¥03UsginAanGin ICH waz/%38 In-house process il 1
apARanInu ICH Guidelines #58 Pharmacopoeia General Requirements atusn
Uszmadnsnend sumUszne navhde wesudlulunsdeusiueuds Ge.s 7 ev.
ByR)

ANENSTUNTSAMUATIDALLBEALAT ANANYALIANIE
1.89%0 ... ..UsE5NUNIIUNg N%mw......g ?N AA .. ‘; ................... ASIUNS R — LA ASINATS
(AW WYTWTSEU AN3eR) (ney.edan Tugna) (ney.g%51 dlnwdn)
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5) 91484 Official Pharmacopoeia U83UsElnAdUNTN ICH kag/%38 In-house process il .25
aanAdesiu ICH Guidelines #5® Pharmacopoeia General Requirements_atuanl
Uszmessendt suadszaa yathde wazuudlulungDousmivewds @ o.5 Aou
ot. melu 2 Yuadalailéunsou@ uagBuuilunouiulseninsinn)

6) 91984 Official Pharmacopoeia U8UszLnAANNTN ICH Waz/%58 In-house process il 0
@onAReIU ICH Guidelines 39 Pharmacopoeia General Requirements atua1an
et wienusena ualuldduuilylung deuds

7) #1984 In-house process fidanndeariu ICH Guidelines muUssmesseuaide 0

8) #1989 In-house process fidonndasriu ICH Guidelines snusznmasisnen 0
NI568U1)

9) In house process luaaandos/luisduluna ICH guideline viialaiinstuudily (L 0
NATN)

2.2 ypsgunanstausierdisag (Finished Product Specification) (t8andalndauida) nsdliiog 1.5
eI UauLUasuAluTALIs AL UENa S NI sTeuAlY (WUY 8.5) ATN3ox
finished product specification Ingveurlvnouiulsenimlszninsin/faden wagluinu 2 U w
JusenIngim

2.2.1. nsdilésunisiusadlusisnen (Official Pharmacopoeia) (iFantaladanile)

1) #1983 USP, BP, Ph.Eur. , IP P atiug1ga wae lasuntseydilungideuinfueum 1.5

2) #19Be USP, BP, Ph.Eur. , IP JP atiud1gn was agazusnduudlolunsideusnsven @ | 0.75
8.5 7t o, nely 2 Juadslulazumsowi® wazduudluneuiulszniasian)

3) #1981 USP, BP, Ph.Eur., IP JP atfudign wath lildfuudlalunsifous¥ue 0

4) #1983 USP, BP, Ph.Eur., IP,JP atuluinanlszmeszumanen wag laiunisayalilu 1.25
PRI R bTTaIt

5) $1eds USP, BP, Ph.Eur., IP atfulutndnussnaszysisnen uas egsewinaduudlalu 0.15

ANENITUNITAMUATIBAZLBUALALAMEN YL IANE
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6)

52.&3@5«chmegszmsme@ﬂ%@om\_m_\e
#1483 USP, BP, Ph.Eur,, IP atiulungauszmaszysisnen wid lulaguunlely
neigumiuen

0

7)

$1989 USP, BP , Ph.Eur., IP _muusemaseussnen wae lasunrseydilunsideu
MSuBILAD

1384 USP, BP , Ph.Eur., IP matszmeAsyyssnen was agseninaduunlylunsidou
o @ IS Lnn. | 1 M Yo wa D.. 1 L%

fsuen (@ v.5 NPy v, nelu 2 Vuadaluldsunseyd® wazBuunluneuiulszme
37A1)

0.05

9)

1484 USP, BP , Ph.Eur., IP maszmaszyssnen wadaluldualyluneideusiven

10)

$199amui1387 USP, BP, Ph.Eur., IP usadiudinit Usemeszyssen (sinansn)

2.2.2.

nsalulgsunssusestussnen (Non-official Pharmacopoeia) 4R 1UABIANL
Official Pharmacopoeia yosszneafiduaun@inues The International Conference
on Harmonisation (ICH) (tlawigUszinAauIdn ICH 7 Official Pharmacopoeia
harmonization fi9 USP, BP, Ph.Eur, JP., Ph Int.).) ¥38U8fuuaLayanasgu In-
house process fiaaandoafiu ICH Guidelines wag/v3e Pharmacopoeia General
Requirements (Gandaladanil)

$1984 Official Pharmacopoeia ¥83Usgindaundn ICH Way/u5e In-house process #
a9nAda9RU ICH Guidelines ¥i38 Pharmacopoeia General Requirements aUuagn

ynthie wazuilulunzidoussuenteuiosuan @u.5 7 o8.oullR)

1.5

2)

1984 Official Pharmacopoeia 104UseinAuNEn ICH Waz/#38 In-house process 1
donAaesiiu ICH Guidelines 38 Pharmacopoeia General Requirements atulus
nUsENAfTIed sua.Ussme yade wazuilulunsideudifuewn @e.5 9

1.25

98.01317)

1484 Official Pharmacopoeia ¥8UszinAaNITn ICH Lag/138 In-house process il
doaAdaaniu ICH Guidelines ¥38 Pharmacopoeia General Requirements aUuggn
vizalmaindnUszmesnendt sunUsznne yasde warBuudlulunsfousm¥ueud
@ o.5 Mgy ov. melu 2 JuadsliléFunsey® wazduuiluneuiuuszmnsan)

0.75
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4) 1984 Official Pharmacopoeia 909UsgAau1Tn ICH waw/w3e In-house process i 1
@anARBINU ICH Guidelines %38 Pharmacopoeia General Requirements atusa
Uszneshsnenit sun.dszna natate wasudlulunsdeushivenuds @e.s 9 os.

DUIR)

5) 81484 Official Pharmacopoeia 103UszvAauTn ICH waw/%38 In-house process il 0.25
@enARBINU ICH Guidelines 38 Pharmacopoeia General Requirements_atugnl
Uszmassien?t sun.dsenna yavhde warBuudlvlungfousueuds @ e.5 Adu
or. melu 2 Yuadslaildzumseusd uarduudlurouiudsznasin)

6) 1984 Official Pharmacopoeia ¥03UsenAan1Tn ICH waw/%3e In-house process i 0
@enAapIny ICH Guidelines 438 Pharmacopoeia General Requirements atuagn
wiolninin visenusema ualuladuusloluneidousisuen

7) #1984 In-house process fidenAdasiu ICH Guidelines muUsymAmsEIUThie 0

8) #1981 In-house process fidanAdaaiu ICH Guidelines sniuseniadisen (Ll 0
EREITR))

9) In house process luganaass/luitlulusia ICH guideline vielifinistuwdly 0

W NA15841)
3 | wesgrumisiesufjiants ISO/IEC 17025 (idendaladonily) 2
3.1. l#¥un1s¥uses ISO/IEC 17025 lusemseniiiaue Mnviienuiusesiiundede 1y 2
nsuinenenaninisume Wudy wariinsmaaeuasunntitaniumsendnedei sumUszme
wyoatuluinii
3.2. §%uns5use ISO/IEC 17025 Tusmenmseniiiaue yrgsgadamumsnendisnsds (s57e7: 1
atulusind1usznia sy nvmhsnuusesinideiie Wy nsiinetmansnsunmd
Jusiu
3.3. Wildsunisduses 1SO/IEC 17025 Tusnenisenfiiaue 0
3.4. Hugntdhanssssmanlafumsusewnnsgu 2
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donsdn
inusinsUszifiuguawkaninusiendeaniiny AZIUY
4 zgs.mmé:dw.:mea Good Storage Practice / Good Distribution Practice (GSP/GDP) (tdan 2
doladonids)
4.1. 1#§¥umsfuses GDP-PIC/S mnwhsnuiusesiidede Wy SGS, BSI 2
4.2. 1§%ums¥UsEs WHO-GSP+WHO-GDP 91nviheauiusesiiniedie 1y SGS, BSI 1
4.3. l§¥ums¥uses WHO-GDP mavthenususesiinidedie 1y SGS, BS| 0.5
4.4. 1§ ums¥uses WHO-GSP mnnwthenudusesiiindiede 14y SGS, BSI 0.5
4.5. Tilsifumssuses GSP vi3e GDP 0
5 | wmsgrndado (Fandeladonids 5.1 - 5.4) uaz 5.5) 75
5.1. Wugndunuy (nefindngrunansaaulugdiuiuy i nansdnitnse) 5
5.2 emseiiiisnede oglu Green book weul - Jagiu 5
5.3 nansvlATITiesIMie 3 Lot. (Ensamaiinnesiasuynvndemusiseniiénid) ne 5
WoslfiRnms ISO/IEC 17025 Alafladn
5.4. Liduluanuhde 5.1, 5.2, 5.3, 5.4 0
5.5 WHO List of Prequalified Medicinal Products 2.5
6 | ausudanisayssTenisensufinny (Fenteladenil)
6.1. nsdlndn /eniverdug (Fendeladonil)
6.2.1. \Hundifiussiasiauiinduiiussyasuiu yng miedes (vial/ampoule/viaen/ 4
10 aansgydos Lot No Fudueny wng miseges (unit dose) AsUAIY
6.2.2. Hugiifiussyfarimuindusiiussy asutu e wilng (ndos) 2
6.2.3. \Busniifiussaiusinuiinduiiusey ldesudu 0 _
Fan13fin
inausinsUsifiuguamranfusiedeaniy AZILUY
. INUTIAMMWIRNIE (Specific quality criteria) 80

AMENIIUNISAMUATI8AZIBYALATANGNYTIAN Y
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1 | wafigarpmunmmisdaiusasnaniiiiasnei (Certificate of Analysis ; CoA) 20
(AzUUUTIY = 8 1.1 + 1.2 +1.3+1.4)

1.1. anuduiusvewaigalgunmmisdesusemanisiinneidiendifny (Certificate of

Analysis of Active Pharmaceutical Ingredient) QM@Q%@?%@SQ& oy
1.1.1. COA ngAu fiviaes Supplier wag Manufacturer wagtduingivinaniuidiedtu 25
1.1.2. flawwwes Supplier waz/w3s Manufacturer w3 lallyqunsnaninedniu 0
1.2. wafgatnunmvtiideiusesanineisnenddey (Certificate of Analysis of Active o

Pharmaceutical Ingredient) Qm.mm%&s%msm&

1.2.1.0597U Active Pharmaceutical Ingredient Specification yn¥ta Wawes Supplier way 7.5
Manufacturer waziinsuanwaluguuuugigy fiaw (Uay/v3ouaninanIsinsizily
usiage impurity fia1usanaunusiaylsivu Below Reporting Threshold (BRT)
%59 Below Detection Limit Uazlaenimy Reporting Threshold %3 Level of detection
luludingrevien) Bniiu Wite Physical test, Description, Appearance, Identification

1.2.2.95317U Active Pharmaceutical Ingredient Specification nniia wed Supplier ¥3a 6
Manufacturer wazinisuansualugunuuiugy (uay/viouaniuan)sainsziluy9iate
L21 impurity Tasnsanaunusalaigu Below Reporting Threshold (BRT) %39
Below Detection Limit kazuanin? Reporting Threshold %38 Level of detection Tulu
Jim5Ieign) 8nLiU e Physical test, Description, Appearance, Identification

1.2.3. #3911V Active Pharmaceutical Ingredient Specification 5%:@ 719094 Supplier wag 3
Manufacturer wgifinsuanssaluzuiuu “Conforms, Complies, Not detected, N/A, 2,

<” AU W7 Physical test, Description, Appearance, Identification

1.2.4. #3311V Active Pharmaceutical Ingredient Specification B%.H 294 Supplier #3a 2
Manufacturer F&mzjsmsazmﬁmizdd “Conforms, Complies, Not detected, N/A, 2,

<” wniu e Physical test, Description, Appearance, Identification

32«Dmmtj\_mmgszSMJcmu_.mcg_._.mumn:m\:.@ncu_.Dss_u
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1.2.5. a5aU Active Pharmaceutical Ingredient Specification ynvade ¥es Supplier ¥3a 0

Manufacturer wd Tusidedfayiiu Assay, Related compounds s fin1suaniwalu
JULuu “Conforms, Complies, N/A, 2, <” (lsia15041)

1.3. anwdiiusvesraigadnanmuiideiusemanisinseiendiiagy (Certificate of 2.5
Analysis of Finished Product) (aandaladonis)
1.3.1.COA finished product T ingausunsnanisieaiu COA Active Pharmaceutical 25
Ingredient Specification
1.3.2.COA finished product Wilaingaugunisudnidiediu COA Active Pharmaceutical 0
Ingredient Specification
1.4. wafigadnanmviideiusewanisiinsieiendriagy (Certificate of Analysis of Finished 1.5

Product) (tFandaladonils)

1.4.1. 9597 Finished Product Ingredient Specification ynite waz dnswananaly
sUwuushe (Uag/wSauananan 1T inTwiluyesiatelu impurity AN sanauny
Fauavlmvy Below Reporting Threshold (BRT) %38 Below Detection Limit Uagiiany | 7.5
A7 Reporting Threshold %38 Level of detection Tuludiazizvien) enviu de
Physical description

1.4.2. #537U Finished Product Ingredient Specification ynita w finsuannaluguuuy

“Conforms, Complies, Not detected, N/A, 2, <” gAY U0 Physical description

1.4.3. #3598 Finished Product Ingredient Specification ynvite we luitedAgymudii
g1 19U Assay, Dissolution, Related compounds 1Jusiu simsuanaraluguuuy 0

“Conforms, Complies, N/A , >, <” (li#915047)

2 | naigauaMANISANYIAUALN (Stability data) (@Fendolatonils 2.1. w30 2.2.) 1

2.1 nsdnisnduseaiinunsiivusdald (In-use stability) Wy enda envinaunauly ewveean | 7
Hudy vide MmevaaeumMsinuUnsasineuaz/vie In-use stability Tugnidin {Wusu
(AZUUYTIU = 98 2.1.1. + 2.1.2.)

2.1.1.015@nw Long term stability (iFandaladanils) , . . 4

O/\ AYNSSUNTSAMUAT AIBEALAT AIANYUELAN Y
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1) dinsAne Long term stability Fanmedaiu (Storage condition) agatiey 3 JUNS a4
WAn vl 1duluanuderrualu ASEAN Stability Study Guidelines (5 + 3 °C) nagiil
anunsaiumsAnwldan ASEAN Guideline faauuu Stability protocol ¥3e wéngud
unseyiiann ee. inansAneasuargeniidvualivuaan Tnefinamsinu
On-going stability Ya1ga wavuanaman1snmviasziiudaay eniiuiade physical
description waziivhiensvadeuasudiau musenfisnsds (W USP, Ph.Eur, etc)

2) finsfnen Lone term stability fian1agdaifiu (Storage condition) athstios 3 ums 1
wan ualiidulumaudorivualu ASEAN Stability Study Guidelines (5 + 3 °C) sl
anansaumsanulda ASEAN Guideline #pauwu Stability protocol ¥e wdngIui
IifunsouiAan e, iinanmsAnwasusigeniidvualivuaain lnefinanisAn
On-going stability Yange wazuanmanisnsiviiasigiiduduay sniiuiade physical
description wardifidensnadeuasudau musiseniiensds

3) §iMsAn®" Long term stability Fanmzdaiu (Storage condition) 8g13teY 3 JUNS 3
nas_sJuluautarivualu ASEAN Stability Study Guidelines (5 + 3 °C) finan1sAinen
asuaIgeTiimualiuuaann usliifinansinwn On-going stability Yarge uavuanina
nsngaaeseidudaae enduiide physical description wazdiienisnagaau
ATUSIU MU Tienads

4) Sinsnwn Lone term stability fian1igdaifiu (Storage condition) atnstios 3 unns 1
wan_1uluaudervualu ASEAN Stability Study Guidelines (5 + 3 °C) finan1sAnen
Liinsuangeniifvualivuaan watinanisAnwn On-going stability Uanga uazuanang
nsasadaseiiduiaay sniuiade physical description waritansnageu
ASUAIU MuFSe1TIENede

5) §insAnw Lone term stability fian1azdmifiu (Storage condition) aehstios 3 Juns 1
nae Wuluaudervunlu ASEAN Stability Study Guidelines (5 + 3 °C) finan1s@nen
Tiasusngeniifmualivuaain uwaglifinan1snw On-going stability Uanga uaz

AENIIUNISAMUATIBALLBALAL AUAN YIEIRNE
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nasin1sUsziunnn WK anAusiE1Ya iy
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WaRKaN1IATITIRsIvsdudaay aniuiide physical description waziiiitenis
VNAFDUATUAIY FUFAITIEINE198

6)

finsfinw Lone term stability fianmizdnifiu (Storage condition) lsiasu 3 FUNSHEAR
waidulumudanivunlu ASEAN Stability Study Guidelines (5 + 3 °C) fiman1s@nenll
AsupgEitmualiuuaan uAinan1sAne On-going stability Yagm wazuenina
nMsasIiaTeildufaay enuiade physical description waziiiidenisneaaeu
ASUBIU MUFSIE1 78198

fimsAnw Long term stability ianzdaifiu (Storage condition) agnstios 3 Junis
udn wildduluanudervuslu ASEAN Stability Study Guidelines (5 + 3 °C) fina
n1sAnenAsUBgEiimualiuuaan udlifinanisdne On-going stability Yaga
LAZLAMINANTSATITIATIEIATUALEY Bntiuate physical description waziliviive
nsvagauAsUSaU AuT1enTIE198 aenetlion 3 Jun1Han

0.15

fins@nen Long term stability fidannagdaifiu (Storage condition) agniiey 3 JUMS
nan witdiluluauderivualu ASEAN Stability Study Guidelines (5 + 3 °C) fina
zdmzi\:ﬁdmﬁ%ﬂmégﬁdgmi walaifinansfinyn On-going stability Udgn
KATLAAINANTTATIAUAT ¥ TU Conform, Complies, Not detected, N/A &ntiu
wa¥a physical description wagiivhdenmsvaaeuasudau aussenfiensds

0.5

9)

dn3@nen Long term stability Taiiduluanu ASEAN Stability Study Guidelines, @inw

v YV

asusgefidvualivuaan willvhdemmaaeuliasufiau musi1sneiensds (u
W975047)

10) ilmsAnw Long term stability fifinan1sAnwlsia

1ggNtrualiuuaaIn wiail
Wran1snaasUllaTUAAUAIUATIEINBN1989 WIBKANISIATIZILURIUALNN
81989 viseluuansnan1snsaaesziiluiaiay sniiuite physical description

%39 laifinan13Anwn Long term stability

2.1.2.015nw In-use stability (iFandaladonids) iy s1da eriinaunauld

ANENIIUNMSAIVURTIBAZIBYALAL AN YUZIAWTE
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1) dveyamsfnwianuasiuuslaliaunsyyluenarsiiveiasudiuynansazans

3

2) fiteyansfnwimnuasiuasUaldmunszyluenaismiveudliasuiiugn

d13avany

0.5

3) LifiteyanisdAnuiaruasiivusidaly

1o P @ a . - @ ' Y
2.2 nsdlglisdudesdimunsareld (n-use stability) Wiaeniivhanuuadinen Lifde
vatlumsviniding v3e suatya e single dose ,

nsAn® Long term stability (i@andaladanids)

1) #in13AnwY1 Long term stability fanmnzdaiu (Storage condition) agtioy 3 JUNNT
ndn Wuldaudervusly ASEAN Stability Study Guidelines (5 + 3 °C) n3difi
anusaLIun1sAnunlamu ASEAN Guideline #iaauuy Stability protocol 38 vdngu
AlFumseyiiAann ee. fitnansAnwasuengeaiidivual fuuaan Taesinanisdngn
On-going stability Yaga uazuanmanisnsIviwsiziiludnay snuiide physical
description wazivwaidonmsnaasuasudiou musneiigeds

2) fimsfnen Long term stability #iannazdmuiiu (Storage condition) egnaties 3 JUNS
nde laifuluaudormuslu ASEAN Stability Study Guidelines (5 + 3 °C) nseifi
annsariunsAnwléiniu ASEAN Guideline faauuu Stability protocol ¥3e wéngud
§3unseyiiAnnn ee. ifinanisAneasuangeniidvualivuaan nefinansdne
On-going stability Yanga uazuanwmansnsrndnsesiiduse sndiuiite physical

description azdlUaNIIMARBUATUAIU MIUFAITIEINNID

35

)
=

finsfnw Long term stability f@n11zdaLAU (Storage condition) ae3ties 3 JuN13
nde WWulumuderviunlu ASEAN Stability Study Guidelines (5 + 3 °C) iman1sAnen
AsuRIge i mualivuaain udlilinan1sAne On-going stability Usnga uazueanina

nsesIesvsiluduay eniurite physical description wagiiwtanmsvageu
ASUNIU MUFITIEINO1989

S5
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4) fins@nwn Long term stability fign1zdaLfiu (Storage condition) agnaties 3 JUMT a5
wae lildulumaderimviunlu ASEAN Stability Study Guidelines (5 + 3 °C) fina
nsAnwasuge i vualivuaain waldiiinan1sAne On-going stability Usngn

wazuaRINaNSATIVATIERTuAILEY sntiuiite physical description wazdive
NIINAFBUATURIU MUFITIBINE1D

5) fimsfinw Long term stability fian1zdifiu (Storage condition) aenties 3 Juns 15
a 1 & Y o i . . a
wan lluluaudenivualy ASEAN Stability Study Guidelines (5 + 3 °C) fina
nsAnwAsusgeidvualivuaain walilinanisdnsy On-going stability Yagn
waTLaRINaN1SAIIIAs1EA U Conform, Complies, Not detected, N/A wniiu

va¥e physical description warilhdenmsvnaeuasudiau mussenfigneds
6) $in13Anw1 Long term stability laitlulumiu ASEAN Stability Study Guidelines, Ainw 0
AsuBgefifmual uunan wilivhdensmaaaulinsudau susenfigreds (i
W915041)
7) Liflienansnis@nw Long term stability (Iuiwa5a47) 0
3 | waRgeuRmunMYINITUTUSTYRduNEE UsTgisiuazaann (Package & Labeling) sty 6

< b4

swaziduanudsnmuandvaiiu adnetioy
- muﬁ% 394 Prepared on egg : the vaccine has been prepared on egg ?ﬂm&:
HoyaudgUaeiiuwly)
- The seasonal during which the vaccine is intended to protect
- the haemagglutinin antigen content, in micrograms per virus strain per dose
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