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1. Youn Tnduleaiulsalivinlveg 4 arewug
2. quaAnUANalY
2.1 juvy
mdnduduansazasuriungneu (Suspension) dmuimdndnuifoniedmdlatnmi
2.2 dwulseneu
Jndutlesiulselivinlngiiedaluheniiusins 0.5 fadnsee 1 18 Uszneudedalianie
a':nuﬂsznﬁ'u'umLﬁa‘l'z"s’a"lﬁ'wi‘ﬂ'lmﬁ 4 aneWuguliniinouds (nactivated virus or  inactivated ~split
influenza vaccine) ﬁaaﬁn'ﬁamﬂaﬂanﬂ‘izn'm'[.ﬂ't'fa"lqﬂ il
2.2.1 nseldwm3udnlanls (Southern Strain) U A.A. 2023 wia Swammaiasdnisaunsitlan
Usenne
® i Egg-based vaccines
- an A/Sydney/5/2021 (HIN1)pdm09-like virus;
- -an A/Darwin/9/2021 (H3N2)-like virus;
- a B/Austria/1359417/2021 (B/Victoria lineage)-like virus; and
- a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
® 7iin Cell culture- or recombinant-based vaccines
- an A/Sydney/5/2021 (H1N1)pdmO09-like virus;
- an A/Darwin/6/2021 (H3N2)-like virus;
- a B/Austria/1359417/2021 (B/Victoria lineage)-like virus; and
- a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
2.2.2 nsdidwsudnlaninia (Northern Strain) U A.f. 2023 - 2024 wia mufieadnisaunsly

Tanuszne

® 9iip Fge-based vaccines
- an AWVictoria/d897/2022 (HIN1)pdm09-like virus;

- an A/Darwin/9/2021 (H3N2)-like virus; and
- aB/Austria/1359417/2021 (B/Victoria lineage)-like virus
- a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.

® 4iin Cell culture- or recombinant-based vaccines
- an A/Wisconsin/67/2022 (HIN1)pdmO9-like virus;
- an A/Darwin/6/2021 (H3N2)-like virus; and
- a B/Austria/1359417/2021 (B/Victoria lineage)-like virus
- a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
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2.3 NYULUTIY
ﬁﬂﬁuusiq'lunssuanﬁmmﬂsmmmﬁa dmsuldnfaden (Single dose) nsvuandautussyindu
w¥oudn (Prefilled syringe) wioududnenfiisunuwinfunssuenewiadududnuiiiidudninnns
2.4 aaNUaIENASANUEN
Feaflaannuavienansmfueniiseanduanuildtunsadoulifudninauanznssunisemns
waven Usenellne vunivurussy ethaioedesssydensn dudseneuindu iauilndn Yuduony wav
neidousiiiue Negndaiau
2.5 Tranundnindusesldiusesnnsgunsndsiiaonmissnuilduanin PIC/svio cGMP
3. auduUANIumaila
m'im‘i’J%’JLﬂﬁxﬁﬂmn’lmﬂﬂUm'}u Specifications of the Final Bulk Product, Specifications
of the Filled Product uax Specification for the Drug Substance lAvanzifuusiedmnina
ANIENTTUNITOMNTUGLEN NT2NTNENT0IEY Usendlne wasiinladeiusesjumsadnendringdmiu
uywe (Certificate of lot release) Yoaw@nuUTIING NSAINEINAATNITUNNE NTENTNANDITY
4. Qoulvdu
4.1 Msdaeoy
4.1.1 fiauem (o) Fosdsmsuiadumariusavanuil uarsnnuiadunissyly
Tusnsanisdnipduvedlsimeuianuiildssyluenarsuuy dwsuailddelu
nsoudeiaduludianuiiiseyld saufsrndemeiionafistussninannsvudsli
funeduguinveurian
4.1.2 Fnduiidweudossznauselaia 4 meiug muiieadnisounislanusynally
dnan nsdifimaAsumenus masisvisadsuiaduliitulsimena
4.1.3 fnduynuisiidweuriedsdinnmaisluiusemanisnsdinssinuniw
wamsitusi (Certificate of analysis of finished product) uagwiivdasusasjunis
wane1¥aingdmivuywd (Certificate  of Lot  Release) wevanIu
Frng nawinermaninisuwnd niznsnassugy luiaduyniuiiiausie
wiawiriusesduungnies
4.1.4 U?‘E;’ﬂ‘l;im'iﬁﬁeiq"fﬂ%uﬁﬂawqﬂumﬁaz‘?un'hﬁmaﬁmda‘lﬁ‘i’sqwmma wazTadudia
uoudpardnliAY 6 Wou Tumniuiiuan
4.2 Msvuds
4.2.1 guugiins¥afiuuasssninanisvuds sdeteglutn +2 & +8 sarvaidua

paeavan warmnnuinguvglszwinnsvudibioglutaiidmun gdoveany
avslisuindunarduiedoduseslumadsuirdudus
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(0 Findwoy i) (wieving wALaw) (a9 gnw)
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4.2.2 nnuwamamaﬂnsm 'lumioms:aawmvaqua-uua~uqﬂnsmmﬂmuqmmmmu
wdq (data logger) ussq'lwwa'luuaumﬂ'saaav 10 vosdwIufiuvafiduoy
Vavse

4.3 M3NI3UIATY
m‘iaqmumwsmﬂwmni.,mLuaww‘lﬂwanﬂ%‘ummamuwmwum’lw way

AMENTIUNIATIVTUNE Gﬂﬂilﬂ ATUASUALITUIY uazlasuie ﬂﬁ'ﬁﬂLﬂUTﬂiNﬂ?Uﬂ‘]u

a4 ms'd'i..numumw
4.4.1 flauesia (§ve) uuuqﬁ‘aauﬂamuuamﬂaﬂu Tﬂﬂﬂ“maﬁmﬂaammmumﬂw

Tndvusany WiEJLLI‘E}Lﬂﬂﬂ"l'il.ﬁallﬁﬂ"lﬂﬂ’JEIU'a'uﬂ’l‘S‘lﬂ']ﬂi]uﬂ‘muﬂ Taelaiddouly
a.4.2 n'imwmEm'un’|'511Wn'l'saum'aaﬂ'm%uwmuamwaamﬂmmﬂmﬂmmw TAVeld!

swmsazvmilsdesasvasnting Tasdiauesian (§v10) dosdeTduiiudnan
i’i'muwmﬂ's'mm'saam'mm'sﬁzmtasuﬂus‘giunwaua1'l°umﬂmnmmaﬂum‘s
avireinuam nsditmuinipdulidulunugudnyazaniy WUIYTIINS
ypanvavislisuinnsamaiauasariadudindrivesdiauesia (§ue) waz/
wietuan Tunfarialy

1.5 flauenan (§ue) Busenliendindgygriaurivun o
4.5.1 n'smmamsanmwmswvmﬂﬁuu TaunsuAvenmansnsunndviaealjunnis
filenmsgu ISO/IEC 17025 namsnsaviaseilihdulunanasgudeimun
4.5.2 nsmuamnmmﬂﬂuwﬂugmianmumumnwaemmﬂ‘[ﬂamunmuﬂsu-*n'ssums
pwnsuaren lutisvesnaesdygesiesvune
4.5.3 nitﬁ'wuﬂmmﬂgumw'ilﬂnuamﬁmﬁﬁ%uﬁﬁmadmaﬁaﬂszaw%mwuazmm
Uaaﬂnﬂmagmﬂﬁlﬂwwuu
4.6 mnaﬁ"|11mwaanuﬁm'lmuwmmwamnnmmwuﬂﬁs’iﬁnmwnmuw’[maawmw

u

AMENTIUNITDINIIUASE luszyzinan 1 9 ﬂE)‘LI‘II'IJ'lJ‘SSﬂ‘]ﬂﬂ‘iwﬂ']ﬂi"lﬂ"li]l.ﬂﬂﬂ‘.iﬂ'unﬂ (e-

bidding)
4.7 Tsamenurassiaveasudvdlifiansun vismiiiusyiRiuduienansuasu wisudsioya

WiauAlsaweuna
1.8 msResuiliiiveruenssumitelaiuseniasadidnnseilnd (e-bidding) Indeduiian

5. A998
FLAUDIIAN Fosdesnagnetnnioy 1 MBUTIYINT 7 Fudusmununanisnasidunlansuiiu

udirvualluidonmauiAnludid (de 2.1 - 2.0)

m;nnumf@;uﬁmmmm;
7 T ATINMT AN (Osi :é”“n‘iiums

NW.N.0. NI UL UNTIUNIT WANMY
=l = « a - o
(gl indwgydy) (mfefing wALE) (@779304 N M)
wewme (du 5) nuUnARsAsouATa SHAs.  indens (au 3) nguaundensau swas.  dens (@u 2) AguandnTIi WA,
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6. nansftldlunsRansn
fauemdpabudunnmdisienans wisuawmeiieteiusenenansiaegiisnnesvauden fail
6.1 mnm‘sn‘rﬂﬁ%’uagmmﬁumtﬂuuﬁﬁ'umLﬁaﬁ'mﬂ'm'lu'dssmﬂ'l'nu uazdwes (Declare)
WWEER
6.1.1 ludgymstunsidusmiue
6.1.2 ludwetunsilouiifieatastuaainuazienansmiuen wieuswaziduavihdons
ﬂ'IUF]uF}tun'm'Uamﬁmﬁmﬁ (Specifications of the Final Bulk Product,
Specifications of the Filled Product way Specification for the Drug
Substance) mufitunziio nsdifegseninniswdsunauslufiduazdos
wuulena1snsvenile (8.5) undeusiazideaiveudly  Tnoveudluriauiy
Usznimuseninsia1didnnsaiing (e-bidding) wazlaiiiu 2 U i Tuusynn
Usemasiadidnnseting (e-bidding)
“* mnienanite 6.1.1 uax 6.1.2 finsdedateyalunziboui Thtuneidous/
Freatunslous e
6.2 LONANTAMATNYBILITILAUDIIAT
6.2.1 wilvdeiuseajunisudnen@ringdmivaywd (Certificate of lot Release) vd9
anuTaing nauinermansnisunnd nszninasisngu luindudesiulsa
liwislugiria 4 amewugyniuiiausnes wiswiifusaaduungnsies
6.2.2 deaiilunanamanisinseinduveudn (Certificate of analysis : COA) fiviatia
miﬂ'i‘lilaaumuﬁ'isq'lu Specifications of the Filled Product ﬁ"lﬁuaﬂmé’ngﬂu
ProdninauAuzNIsNNIToMITUALEN NSENTRABITNAY Usznalne tienns
vatunsidou wazdesihunusinaiguniade Tasdeuinanmsinmeiuaniua
msnadeuluusazig fail
- |dentity test
- Sterility test
- Heamagglutinin Antigen Content
- Endotoxin
* Tsanewnaiige veanudns Lifiensan 6.2.2 fuseneunsiaueiinanis
Anseilinsuynifiteuarliinssmundnguiigussnounistulinedinay
ANZNTIINTEMITWATET WaranudvBhiRarsaminteyaiissyliluenans Lifl
Scientific number 19U n1TUauBKalaBlYA1I1 "Conform, Complies, Not
Detected, N/A"
6.2.3 wnasuanyivindulivinlvgiiaue Wulrduildnisiusesninesdmseudlelan
(WHO Prequalified vaccine) asaunquaawiiuindnisiuiliauuasien
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e A . . .
wao.vgs /7 Usgounimims wanwds £ NITUNT WAANG @‘ﬂ" é,"" NITUN3

(CRFTRRT ATk ) (Wiafing uipia) (932350 gnw)
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6.2.0 whiesuseguugiivesinduseninvudundwsevalve ogsening +2 fa +8

DIANYATLE
6.2.5 wisdesusovinriigunsainuaniquuaiifuuudutiagiu waiigunsaitannse

Uuiingaumgil (Data logger) litioundnovay 10 yeasnuiivviefidweuaun

6.3 LONAIITUTDINIATFIUNTSHANE (Finished  product) pundninuYiLarisnisialu
nSWARYA PIC/S (Pharmaceutical Inspection Co-operation Scheme)laewiaganu PIC/S participating
authorities %38 cGMP  lumiseniiiauavieativdngn auseunisasiaaey lnsfinanisiuseadiady
Uszmadadan

6.4 Lanms%‘usmmmgmm‘sLﬁu%’nmu,azm'a'mxmtlammmﬁ’nmmﬁ*‘a‘énwﬁﬂumnﬁu%‘nw
uA¥N3NT21881 (Good Storage Practices/Good Distribution Practices) Yasndsdufuazguudsdudi
warwilsdousiraduudiiudn nedffudeiauelilfoudidudies

6.5 wilvdeBugansuuanidsunazitoululunissusaniasy

6.6 dwunenansifusfilssueyiRandineuanznsTINTEMITUAYEN NTENTHABITNGY

AENITHNNZIAYNAMANHEIRNIY
(Osn

-~ /q/\ ’{/ﬂ w - r%(/_v a v
WA.D. VI FEOWNTIUMST wannds nIIUMT LK RVTR (7 NITMS
(38l indwey1te) (miiing wiAlaw) (859570 N M)
WEung (U 5) NUIURYANARSASIUATI AT, nduns (AU 3) nuenundunsan INAs.  induns (U 2) nduNdUNTIY THAT.



