AMANBUIANIZUDIEN

W 190 6

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

injection

1. quantAly
1.1 §Uuuy emhurungnousnnidedmiuandindude

12 dwussney  luhen 0.5 ml Useneuss
e influenza type A virus vaccine fdalli

- an A/Darwin/9/2021 (H3N2)-like virus 15 mce/

- an A/Victoria/2570/2019 (HIN1)pdm09-like virus 15 mcg

e influenza type B virus vaccine fafallil

- a B/Austria/1359417/2021 (B/Victoria lineage)-like virus 15 mcg

- a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus 15 mcg

13, wweussy Y5395 0.5 mil
1.4 AUsUSY
gnlurdianionidn (Pre-filled syringe)

1.5 aain

Wogndmauuuussaion fonansiiveussqlundase

e S¥UAIENUGURNTB15E uazUSIIa Haemagglutinin Tuving

Hg/virus/dose

o 52U Airduaundntiueg wunhlidaietdesiulsn

2. auaudAnIunaiia

usTgluvaendaenusimainitiedmsulindufien (Single dose unit), naan

o NABILN: TEYTONSA PWNANUUS Tunueany wefinde tawnzilou o

A" I3RSz RRn L duluanu finished product specification Wag Specification of Active

pharmaceutical ingredient (API) id198sv1ntadys1svatulfeady Feldaansidoudadidnaiu

AMENTTUNITBMITUAZEN ATENTNENTITUAY NethnduinFunldideisaiuatuiifieuvimielwing

wnsgrundssiuladiiunis mudseniansensassaugy 1509 s2yfsien e 2561 asfud

6 SUMAL WA 2561 (AasUszAAluTIRRNYUNITUN 12 nuA1US 2562) way szusisen @UuR2) we,

2562 aviufl 3 nangnAL 2562 (aeUszmelusieiaamunsuil 26 nsngiau 2562)

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

ARENTTNNTINMUATIEAZIBEAURL ALANYALIAN

f
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U8 | Specification of finished product

Acceptance criteria (Ph.Eur 10.0)

1 | Appearance

Colorless opalescent liquid

2 | Identification

Positive identification for the 4 strains

3 | 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)
pH Complied with specification

Bacterial and fungal sterility

Complied with specification

Extractable velume

Complied with specification

Bacterial endotoxin test

NMT 100 IU/human dose %38 NMT 0.2 ¢/L

Free formaldehyde

NMT 0.2 g/l

oo N Bl W

Ovalbumin

NMT 1 Mg/human dose

9 | Total protein

Complied with specification

10 | Sterility test

Complied with specification

VU8R - * iade Uniformity of dosage units WiluutanaisuanisiaasBeanan1snsiaiinsizd wn

Alewdseazideandudanlilulu Coa

- ASANIANSLTBULTINITLIY (waive) N1TASITFDUTLATIZNTIEAIS LA TRBULERILDNETS

wangumInanilasueuiacne

- Drug substance specification #3151 UGIASI2R U0 NER drug substance w3a Tu

WATIEN drug substance vesguanedniazy adulaatunds Sefinsnsialnszdasunn

FIVDNANNUR

3. n1susuAUsEansSnwmasnan (Price Performance)

TWALLBEARILLENETS 1389 NsUsEIUAUSE AN NEaTIAn (Price Performance)

4. 1 @nd159N 1Y lun1SWas

nansiililunsfiasanannneridesdsuienaisnionssymneauienatsmuasiu fuieluil

ANENTTUNISAIMLATIEALDE ALALANANWIIZIONTY

03T A UsE5IunIsunig
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18479 ...

(wey unwmsse inflsads) (nny.adan Ty

WL
SRR, o |-+~ 0 V12 i+ VL b 2aate.. LT ATSUNG 3, 8990 oo J .
ghi)

wh 33996

duuenasiiven Mwve waz/vianmwsingy
vanewmn: lunsdlifldordunuuasdesfiienarsuanstovdlfvoseiiniunisfusesan

dineuauEnIsINITeIMIswaren uaneieniuideudld doarsse s doduldidleuwiiuen
sunuilusuneenililumssnwindu wasiimsssydonnuieunsldonlSluenasiiue
dunwnassanideruuuaanUaITULUTI (Wseuaznasten) mudlatuns deuld
diunvedungifeudiFuen (Wuu ne.1 wie v.1) asunnuih WiouswaridunAuaNwUzIRNIL
09818 1593Uuaz T8 MUANIA5§IUBDTTN15IAT 1B (Finished Product Specification and
Analytical Procedures) fidunzdeouly Tnedasddsiuefisznirnszniaas1saauiusemse
Tminanuszne

wurewe;: nsinegseninmaasunlauiluisiessivasdoimuninnsyuliaoandesnu
fsniusymaiusesdadneagareditiniuanznisunisemsuasen Iiuuduundive
uiluAeunlassiemslungouiiuegn (W n.e. 9) wie dwnmuveudlvdsuulassenisy
nulgumIuen (WuU 8.5) umsauiuene
dunludfynstunadeuiiue wuu ne.2 wie ne.3 v vie.d wie 8.2 ududnsad

1.1.1. a5 mdsluUsemelng (Me.2)

4.1.2.nsdienidniiiensudsussiulsemalng (ne.3)

4.1.3 Asdifenidhannsauszine (ne.0)

o o

wurgma: n3dinswdsuulauslugSueyyinuasaniudings Truuvdurdivoudly
Wasuudassemslungideudifue (wuu n.e. 9) ve dundweudluddsuudassienisly
vefudiuenfvafudSueyanuazanuiings (W 0.4)
duunviliFeiusesunsgunisangmuvaninneiisn1sfiRlunswang (Good Manufacturing
Practices (GMP)) lumnafiiuadosiunniiiaus @tuargamussunisnsmaeulnedieglutinam
mMssused) lredesussnaunie
5.1. Anuinadeusennssunsnaneiaundninasiisnisialunisudningivieddy
(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dnumilsdeuseunaTEIuUN s HAREIAVENIN LIRS NI AR luN SuERRER fuelEnd S e
(Certificate of GMP Finished Product)
Tunsaifidugnindrainsrsseina gudndasiidiuimiedosusendndug (Certificate of
pharmaceutical products, CPP) n3aniadaiusasn1siimuie (Certificate of free sales, CFS) lu

wRefaueYIe atuatganusaun1snsIsdeulaeinasuseisiulsznialszningin

AUENTIUNIIMLATIUEEEHIALAEANSNEULLONY

Uos

wereeeenne MATUATT

(nsy.giisn Blnyaan)
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7) wesguvastaimuanuningAuiiendfty (Active Pharmaceutical Ingredient Specification)
wawnEniugiendniagd (Finished Product Specification)

7.1 dnuininsgiuingfudiendify (Active Pharmaceutical Ingredient Specification) was
w1nsgrundndasiond1i593U (Finished Product Specification) Tagssyfisien
(Pharmacopoeia) #il481981n153imswilasunsgiueatosfonduluaudefmunuas
mmagwmaqmﬁmwﬂuﬁﬁﬂaﬂmﬁ‘mEnwﬁwmﬂa‘zﬂ'}ﬂﬂixmwmﬁﬁmm Sesszyshen

7.2. @1 drug monograph waaﬁgﬂﬁjmﬁﬁﬁ’m (Active Pharmaceutical Ingredient) wazHanNausien

ﬁ“lL%ﬂg"lJ (Finished Product)

'
o el

7.3, nSWUNTRQAUAI81d1A Y (Active Pharmaceutical Ingredient Specification) w3euan i uaian

ﬁ“’n%ﬁ]gﬂ (Finished Product Specification) laiﬂ‘i’lﬂgﬁluﬁ'ﬁ’lm (Non-official pharmacopoeia)

fesudnamdnguinefinasguresmaeszidulunmudeniieladeluil

7.3.1. 8o munuazinmsgiuresmsiesgilusievesuszmeiiduauidnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) w38

7.3 2 08 MUALAT ATV TIATIZVERER (In-house process) Aiaonndosiy ICH
Guidelines %59

7.3.3 dormusuazanasgiumlvveamsinseiidmunlilusse sisela ssemids s
UsEnAnsEnsa@snsagn 1304 seysisen dwdusuuuuentiug (General requirement
for dosage form)

wewn: Terhmusgunwingfusieidifty (Active Pharmaceutical Ingredient Specification

=

) uaznaniusiarduiagy (Finished Product Specification) fiaeg1e8ea1nsisifeafunazay

L) @ o

ety enduusAnsfiiiaenddedmusiarinssiuesntsin ez ngauiedd wse
Hanfousiendsasy

8) @LuniNHRTUTRNANITILATIEN (Certificate of Analysis (CoA)) lnesiaaUsenausie

€ s

8.1. dnuiidioTusesransiasgingfuienddsy (Certificate of Analysis of Active

Pharmaceutical Ingredient (APD) lnasioadsznausmie

2 s

8.1. Lwwmilidesusemanmsinseningaumedl

ad

s

8.1.2.d 1 mideTuseananmslnseiingiuiiend
(Manufacturer)
8.2. dnumiliFeuseananisimsissindndusiandniagy (Certificate of Analysis of Finished
Product) vesnansandusiediiagy (Manufacturer)

mu5ﬂ‘3'§hmiﬁmumwaxLSammzqmé‘nwmzmms

o Yol

P - o
LAWE wmana i mas - UTEEIUNSTUNS 2am..... L oL T DTN I 1o [N |-

cenmensirnen 1T THAT
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8.3. wonansBudunnudiniudseninejunisudnues Tngiusend dy (drug substance) uag Sunis

wAnvesHdndausidnsagy (finished product) ldlumsnanensufideey
9) ANUNDNANTUAPINANISANHIAIAIFT (Stability data)

9.1 FUWNONANTUANINANITANYINIINALFITEEEEN) (Long term stability data) S1uIu 3 Junns
Al

9.2 duwend1auananITANYIANAIATUANTIZIS (Accelerated stability data) $1uaw 3 Fu
NSWER

9.3. duuniendrsuannanIsAn kAR eausainLUaineld 1 19 /Anunanlsedning
M3 (nsdlein) (679)

9.4, nsdlueniifiesarans/Fovneuld Widiunenasuanisinmanuasingsnsazansuay/
viae Weadnyundulald Tudvinazaudieg asuduuasaenadadduianasiiduen (In use
stability data)

10) dnumiisdeiuseanandnsiendniagy (Certificate of Pharmaceutical Product) lanizenidun

Tutszwmalng

11) dnumdngrunuanyavesndnigien (Bioequivalence) InawanisAnwiauanyavesndnis

61 (Bioequivalence) tiulumiudariiuun ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies v3a Ailan1s@nwiflsedniuauardriauyavemdniugion nssning

a1ssauge TasaantunSombenuAnufiauyadilédunistuseannn ddnausnznssunisenms
wazen avullagiy (nslluldenduuuu)
12) duntsdesuseaninsgrunsy A umdninusiisnisialuiesujiin1s (Good Laboratory

Practices (GLP) lunsdlivhnisfnenfrauyafismaussime

13) dAnumisdesuseansgunsifuinenasnseeemandninasisnmsiflunsiAusnvLaz

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

14) dhauesnadesdidiiogniuegntey 3 wiieussyime

15) dwwlidasusesnasguiosUfjieinis 1SO/EC17025 lusenisenfieua (@i)

16) dnwenasuanadeyanislasunsussaly Green book veensudveneansnisunme (fhil)

17) dnunenansuansdoyanislafunisussylu Orange book 984 Thai Orange Book 5@ European

Medicines Agency (813)

18) nsdilallienfunuusosnaninisinuusyansnmaindeuaziiudate voslulsymelne oo
fug UL UULAL ARUWIUN TSNS UNIE
19) NM3BUTHITUETIUNTNNUNNUSEAIAALIENTTUN THANTHUUEWINT LTounasiaiesssudnse
ANBNSIUNSAMUAT I ERALASALIAN YIS

K/
y ol q /)0/ 7 4
LEWUE i i JEE TN TSNS 2%0......4..0% ¢ g A, AR ATTUMT G 705 11 O I

(way.unwsse Nadlyads) (ney.adan Twsing) (na.gds1 Blndn)
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MIAUAIUNTVIWLVDIUTSWAINY WA, 2559 ¥30A305551DUY NaeanapiuUsEnIe (i)

5. Waulvduy

1)
2)

1.8%%8 ...

L RN L1 Vg

endfaadiongivdalidonnii 6 ou Tumniuidaeus Tnsuidndessuwasufulunsdemneg
mnaunsranfidmeuliunguinisunmdnsiesduumidesusemanisiingen (Certificate of
Analysis (CoA))
fureazdealludugenuidsusdloslndvunongiedefinnmsidenanimneuivunauiiuiy
OFR ‘
winguénsumdmutgmaanimanadndasiuazdesnmsdmnafiolinsisinunm fiwmine
wansfasiezduiuiisveudlisielunsinsiesinuamen wavdwnludwuiignguinsssiay
wAgugnIsWHME"

fauemea@ue)fusenliondndoy nounsurinun il

5.1. wndimsguesniesngiannsuingmaninsunndudinansinseiliduluamuesgiu
5.2. nsdindndausioiadgnienfuduaniowmanalasdninauaninisinsemsuasen

5.3. nsdmudymamuamanadndasiiieadadeUszvinauazanuuaeadvsoduaelisuen
5.4. nsdifruenIsuNIRadunssuLaznsintndngteenaintadeon quinisuwndvesnidnnis

Aagoeluaseadaly

ﬂmxnimm‘sﬁ'wum‘nuaxLSEijazqmﬁﬂHmmavm
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