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O %Un Egg-based vaccines
® an A/Victoria/4897/2022 (HIN1)pdm09-like virus;
® an A/Croatia/10136RV/2023 (H3N2)-like virus; and
® 3 B/Austria/1359417/2021 (B/Victoria lineage)-like virus.
® 3 B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
O %1a Cell culture-, or 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
® 3 B/Austria/1359417/2021 (B/Victoria lineage)-like virus.
® a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
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3. quauUAnamaila
mim‘sw"aLﬂswsﬁqmnﬂWLﬂu1ﬂmﬂu Specifications of the Final Bulk Product, Specifications
of the Filled Product W@ g Specification for the Drug Substance ldaaneidsudeoa1dnay
ANENTTUNITOMISUAYET NT¥NTNASIINEY Usemalne wasiimladeiusesjumaninendaringdmiu
uywd (Certificate of Lot release) vosan1udring NIUIMEIMARTATUNNEG N5ENTIIEANGIS0IFY
a. Roulvdu
4.1 Msdwey
4.1.1 fiauenm (§u1e) AesdsweuTadunuiuuavanuil wazduindumuiiseyly
Tuuwunisiatafuvedlsmervanudidsayluenariuuy wHunsdnenniing
Wasuwvadlglunienda) dmsualddnelunssudeiaduludaandiitszyly
imﬁamﬁﬂmaﬁawLﬁmﬁuswmmswdﬂﬁvg’mLi‘JuQ's"uﬁﬂ‘uauﬁ"’wum
4.1.2 $rduiidaeuieusznaudasliianiedudsenouvesiada 4 aneiug awil
psfnseuntilanysemalildangn nsdiinisasuaneiugsznineglutas
Fyan mavitndeavdsuiaduliifulsmenunalduaneiugaige
4.1.3 Jadunnuindidwevszdesddiunnmdisluiusesmansnsaiinszinunn
nAnAuet (Certificate of analysis of finished product) WagniadaiuseIuNIs
ndng1¥ainga miuuywd (Certificate of Lot Release) ¥o3da 17y
F2¥ng nawinermansnisunng nsznsansisaige lutrduyniuiiauene
wieuvafusasdiungnsios
4.1.4 nlsimnhdsiaduiiiogpavdedunhilieednddilsameiuia uasinduiids
upudpmAmNliAY 6 ey Tuaniufingn
4.2 MIVUE
4.2.1 gaumginisdafivuasszninanisvuds agaeseglugie +2 §9 +8 svrwadus
paeaLaT uaginnuingamgisewitenisvudalieglutieiiimun Peveany
avlusuindunasfunesousenlumswasuiaduiiudnu
4.2.2 yniiuviedesiigunsal lunrsmirvaevunzdweuuazigunsalfnnugamgives
yuda (data logger) vssqluiiusiehitfesninfesay 10 vesdruruivviefidwmeu
yavun
4,3 Mmsnsnivindu
msasunTiuiadusznseiuilefueldvudeindunndianuiiinmuely was
pnunssumInTIiuRanlssuinfuasuamda uagldfuienansiieidosnsud
4.4 m3Useiugmunn
4.4.1 flauem (fane) ivilsdeBuseniuuanudey Tnserdesuaeyinduiletadu
Indwunnny viseuleiianadenanmieusenislagreudvue Tnghifideuly

A LA o

Wa0. Mis SR Useomnssumsn  wanndy ¢ nsums W wanmnds (Oui o ~ NSNS
% /
omild sinan) (wiafined weiay) (@323304 4nm)
Wwmd (@ 5) nguauntmanisouns e, Wnduns (@u 3) nguaundunssu swes.  0dNT (AU 2) nuandensI TS,



poudnuzianizvesindutiosfilsalivinlug 4 s | wini 3

4.4.2 nadifimheemahnsduisgaiaduiidweuiiiedmnainngigunin mig
sensasimladedosedaotns Inodiauasim (fuin) sedesdeinduifiadnan
Snuiimbhennsdmssinseisasudiuiiavoudldsedinededums
psdaseiaua nsdimuinadulidulunmugudnuasans mssisms
Yoanuansliiuinsannsiauesnindudinanvediaussn (§ve) uay/

Y a

v
wionnan Tunsesely

v

4.5 lauesim ({ve) Bugewlvisnidndygineurmue dhail
4.5.1 nadlnansduasiviiaseidadul Tnensuinermansnsunndvierosjoinig
fldumsgiu ISO/EC 17025 wamsasavdwswiliibulumuanasgrudermun
4.5.2 nsdindndusiinduriaignionifvAusniemarnlasdninauansnssunis
DIMTUATYN 'lu‘zhaszﬂznm‘ua\ia’tycywz%msma
4.5.3 nszﬁwnﬂzyqummwmnN5mﬁm%"z’ﬂ%uﬁﬁmﬂdwadaﬂsxﬁw%mwuazmw
Uaenstusiofiheilasuindu
4.6 mipsrwnsveanuanslifuRinsaindndusieaifivsyifgniSenduaulasdidnay
AuzATIUNISEIMISLAren lussesiian 1T Aeufuuszniadsvnansimdidnnseing (e-
bidding)
4.7 Tsmeunadisveanuanslifnnsan vismiitussiRnetuenaisuasy wieudedoya
Wiaunlsaneua

a YV a J a a a < ) , L%
4.8 nMsRsaniuRvesaznssumstelaiSuszmasaididnnselind (e-bidding) Iitielutian

5. A78E198

)

.

Flauesia fevdwiiegiegaies 1 mieussyius Faduiunuuanseazidenldasudau

snufirmualiluihdenaantmludiedu (o 2.1 - 2.4)
6. lonasitidlunisiansan

fauemmipsdudunamereienans nieuawmelletesusenenanslnedisnnansasiden dil
vas £ a o w | o )
6.1 enansnsiasveygevunsideusmiveniedminglulssmelng uazduas (Declare)

UVAINAR
[ 4’ I o @
6.1.1 Tuddgnsvunsidsusniuen

° X a o o v 19 o w v a v W
6.1.2 1Uﬂ'1110‘[]1JVISL'UEJU‘VILﬂﬂ')‘UENﬂUQﬁ"IﬂLLﬁ%LBﬂﬂﬁﬂ'\ﬂUﬂﬁ NIDNIYALLDYANIYDNNT

AIUANAMAINYBINAN T (Specifications of the Final Bulk Product,
Specifications of the Filled Product W @ ¢ Specification for the Drug
o - aad ' < a a v
Substance) mufivunziou nsdlfiegseninnisasuuuaniluiiuduasien
% a < i @
wuuenaIsNIsreuily (8.5) s nieusieavidaadivenily lngveudlunauiu

- | a
W00, N oetnf Usesmwnssuns wanuds 227 NITUAT I AN @ *‘#w nIUM3

tiedld $inaTn) (wieiing wiALaEw) (8395301 @)

weuwng (@u 5) nguaymansaseunda was.  IndnT (@u 3) nguaniundunssu swes.

YN (@ 2) NGMUNTUNTIH TN.AS.



audnvuzianizvesndutiosulsalivialng 4 muiug | mihd 4

Jsenrmlseninsiaidiannseting (e-bidding) wagluiu 2 U s Fuusenie
Usenmansimdidnnsedind (e-bidding)
 ynena1sde 6.1.1 uay 6.1.2 nsdadedoyalunsoud Wiunsdouy/
druetunsfousnfuune
6.2 \ONATAMNTNYBILTAUBTIAN
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- Identity test
- Sterility test
- Heamagglutinin Antigen Content
- Endotoxin
* Tsangrunassne veanudvs lifansan 6.2.2 fifuszneunisiaueiinanis
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Scientific number 194 n1suausnalagldfnin "Conform, Complies, Not
Detected, N/A"
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M38ARE" PIC/S (Pharmaceutical Inspection Co-operation Scheme)lagwuaganu PIC/S participating
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