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ANURAUNFAYDY ANUBYIN
WAUBATNLAY 91MT8RAY
1AguUINg
ANMURAUNANIY uaulinay
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Anulnunives | Undses fluae Suwm e T GREHGITEN
SEUUUsEEm NeRGHY Beundud (parasjthesliad )
ANusAnlasionis
Tunmin fuiaanag
(acute (hypoaesthesia®)
peripheral
facial
paralysis )
ANMURAUNFVDS &l
szuuinla wilaoniau®
WHovfuiila
G
ANNRaUNRves | Neude AAUld ondene
FEUUNNLAU
91913
ANMURAUNFYDS AMuwitesen Erythema
R} DS UNRAUNR multiforme
dodoldmamis (hyperhidrosis)
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1/10) < 1/100) G 1/10,000) | 9 ndeyaiidiet)
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ANURAUNAYDY Eizaﬁ:ﬁaumm
JEUUAUNUG Aandt
LagLAUL
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c. NMsAamuranuAUasniureInIsAnIneralinlUauieiuil 14 wgadneu 2563 ds189unuduns

Bounduitlunih (iieluvihsunnadstn) ludidrsiunisinelunguildsuinduduonsiduedmiudesiu
TsplAia-19 $1uau 4 58 uiiBuiiennssumailunihfe Sufl 37 ndannsdnindudui 1 drsmnisine
Lailssunsdninduduil 2) uastuil 3, 9 uas 48 ndsmsdndadudud 2 liflstenununsifndummdoundy
fluwih (Felumhsumnaiedn) lunguiildiuevasn

omslilfisUszasdiinenumendsnisoydalild
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g19fsurudnanindu
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10,000 518 luwnengiidleny 12 - 29 U Wewiguiuginlilaandadu Tudnns@nwnis Tugas 28 Ju

MaI9INNITAAINN 2 finnnznaulieiladgniaudiiniu 0.56 (Fasmnudesiu 95% 0.37-0.74)

1860 10,000 118 Tuwaveiieons 16 - 24 U Wiawisuiugnldlaaningu

Tayanidndnuinanudsvasnsiianauiionilagniauiasiaviuiiladniaunain1s@n Tadu

laweswdluanifiony 5 e 11 Yguleudweimnitluaniideny 12 8917 Y

¢ o <, 2 I3
nIgnumgnsainasdednasidueinislineuseasa

nsveueInshifisUszasriasdendsnlasusyginvewdndusiendudddy taeliawise
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Tayani1stasuenAuTEIAlAN1INELUTINNSANYT 52 518 ATanedlunisfnwinierdidndalasu

lawesiui 58 lulasniu ewnananuianaialunisideans guiadulilisenuimsiudues

n13neufizen (reactogenicity) 3o skiNeUszasd

Tunsiiveensiasugniuaug wuetinlinsiafanunisyinuresedslzdsalunisasnwazaiali
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5. AENUANINEYINen

5.1. AANUANINTYWAAIENS
nauMssnwmandiven: Jadu Jadulisa sia ATC: JO7BNO1

nalnniseangwns

Messenger RNA figndautasiandloledlutadulamefiuignaisdulueynialufuruiauily
§ 9y lWarunsads nonreplicating RNA 181 luluiwad laas it el anuisad nisuanteanves
S LOUMLAUVDY SARS-CoV-2 1aemnsea81a92A517le MRNA fil59Wad sy membrane-anchored,
full-length S Afinsnaneiugasssumisnisluaeindeanans (central helix) n3nateiugveq
nsmoziludeiailuidulnsdu (proline) astaduld s aglulassadiawuy prefusion conformation
Fadulassadefiduidonisinnnitlusdvesnmaduseuiiay TadunsziuliAsaueufuefiduds

N1sAALYe (neutralising antibody) LLazmimauauaqmaqﬁqmmJENL%ﬁ@iauauﬁwumawum (S)

Feoaddurnelunistaaiuainnisindslsalain-19
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Arwasalunisasrgdguiulugidrsaunisfnwridery 12 09uly - nasldsuiaduidy
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v A
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lpsuirdulawesiufydaaeiunuiu/aeiugloluaseu BA.A-5 Wunszdu (Iui 4) ludidsu

]

n1sAnwiideny 12 917 U 01y 18 84 55 U wazeny 56 VUuly fid1siunisd@nuiosay 75.2

Sovaz 71.7 warsouaz 61.5 Juan13m379 SARS-CoV-2 L uuINIAIFIAUUaINISANEY AUaIsU

ad o v ¢

nsinseailameivosueudveifiindegni voudeladaiifosay 50 (NT50) derdeansiius
Tolunsou BAG-5 uagsoid oansiiug 19 slugidnsanunisnwiifeony 56 Tauly deldsutady
Tawesuivlinaneiusiuiu/meiugloluasou BA4-5 Bunsedu (il 4) lunisfnndl 5 Tnedley
fungueesvesiithsiunsinmanmsinud 4 Sslisuindulawefumfunsedu (dui ) duans
Titufsenuieniwedawesufvlnmeiusiufu/aeiudloluaseu BA.4-5 Wisufulawesiuf
TngRansanandnindradoisvinds (GMR) wazanulidesndn dsiarsanauauuansigly
Snsrmanevaueswmandduiludiuiiiendastunimmevauswiafudeasiugiolunsou BA4-5

WAz kifRENINTBINITNBVANBIN NN NANAURD A8 LT 19BINNANTUININ GMR (AN5199 2)

115340519 NT50 sasipaneiuglalunsou BA.4/BAS TukidnsiunsAnwfleny 18 fis 55 Yidle
Wieuiudidrsiunisinwnideny 56 Tl Falasulawesiuiviaaeiugaudu/aeius loluaseu

BA.4-5 Wunszdu (Wuil 4) Tunsinwd 5 lwansliiudsanulineenitvesnisnevauswae
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anefiugleluaseu BA.4-5 ludiinsiun1sfinuiifieny 18 8 55 Ullaweuiugiinsaumsanyinileny

Y 9
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56 TFulU Mdluuives GMR wazanuuans1sludnsnIsnevauenagiauiu (m131ei 2)

q

s

YaNNT N15ANEITILAYINISUSEEUTEAU NT50 UDILBURUDARDAIULY® SARS-CoV-2 @8NS

]

laluaseu BAG-5 uaganenugo19denounsdndndu wagh 1 ineundinisdaindulugidisiy

msfnulesuiadudunssdu (G 4) (119199 3)

AN 2. Anlawmeseaasviniin (GMTs) Aawialasa SARS-CoV-2 (NT50) kazanuansngluiae
avvasiinsunsAnenilinsmeuauamiduiun 1 neuvdnsaniadu - lawes

whvlasewugnuiu/menuglaluaseu BA4-5 39nmMsAnei 5 uaslawasiufain
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AlamasiadesuIAlnfaLla SARS-CoV-2 (NT50) # 1 1haunasn1sandndiu

= =
N13ANYIN 5

WugnaRs/aenug
Tolunsou BA.4-5
91y 18 i1 55 U/

QGHEREREE
Tawesiwdylaanenugauns/ | msfnedi 4 | mawWSsudisungu | nsSeuiisungs
dnenuglolunsou BA.4-5 Tawasiud a1y Ty
Tawasiwdviadne | 01 56 Yauly

Tawasiufvlingne
v e’gll a o
WugAuAN/a8Wug
Tolunsau BA.4-5

91y 18 §9 55 U| ang 56 YAulu | ang 56 Vaulu | a1y 56 Vauly ApLasiud
A1IATARNATIZH GMT® GMTP
msndnequives (95% (95% GMT® GMR¢ GMR
\da SARSCov-2 | n? cl9) n®| C® | n?| (95% CI°) (95% CI9) (95% CI°)
aeviuglelunsou 4.455.9 4158.1 938.9
, 0.98 2.91
BA.4-5 - NT50 (A1 | 297 | (3 851.7, | 284 | (3 554.8,| 282| (802.3, )
iy (0.83, 1.16)° (2.45, 3.44)
lomes) 5154.8) 4 863.8) 1.098.8)
16 250.1
Ve 10 4155
A1UNUD1DY - (14 499.2 1.38
, A - 286 289 | (9 366.7, -
NT50 (Fnlsnas) , (1.22, 1.56)¢
11 581.8)
18 212.4)

anuuanaslufesazvasfidiiunisineninisnauauamngifuium

v a

1 HaUNAINISANIATU

21g 18 Tuauds

218 56 Yauly

91y 56 Vauly

v Y a o ¢
WUGAWRAL/E8RUG
Toluasau BA.4-5

P A GGHIRELRE - . | mMaSsuiieungy
Taasiwfylinanenugaan/ - 4 nswWSeuiisungy . -
. n1sAnwn 4 U
dnenuglolunsou BA.4-5 .o a1y -
Taasiud 218 56 Yauly
Taasiufiviingng

Tawasiuviingne

v ¢& a A4
WUFAAN/F18WUT

55 ~ . | oluasou BA.4-5
918 18 83 55 U/ ¢
oy Naruasiug
218 56 Vauly
N19ATIIATITN n' (%) n' (%) _ o o
v s < . . LNt (%) AULANAY AUUANAY
N1SUNANENSVY| N (95% N (95% | N . ) )
& (95% CV) (95% CI) (95% CI)
\¥8 SARS-CoV-2 o)) "
aiugloluaseu 180 188
, 127 (46.5) -3.03 26.77
BA.4-5- NT50 (A1 294 | (61.2) | 282 | (66.7) |273
o (40.5, 52.6) (-9.68, 3.63)" (19.59, 33.95)"
lomes) (55.4, (60.8,
66.8) 72.1)




Mga: Cl = ¥39ANULYBNY; GMR = 9R51@7URABLSVIANN; GMT = Alamaseassuiamn; LLOQ = Ininfnandvad

Nsiadelsune; LS = Masaestiesdign; NT50 = Alanasnindsgnsnaidelifaiiosay 50; SARS-CoV-2 = nay
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o] i o '

PINNSIANAIRIAUYBINISANLITAIHIN31 LLOQ HANITHTIAIATIENNTINITAATATUN L AIUINNTIUS 21N U

4 x LLOQ 3gfioindimsneuauamnaniiquii

a. n = IWIUVBIENTINFANYINTRANINAGRUTIgNAaskar kiU ud T UNINaaeu taseyLiTigaatly
ASLAUFBEN4
b. GMTs kagy19ANUTnslukuy 2-sided 91 95% Awanilaanisenfidsasnisfuedsvaslamnesiazyisniny

\Weslufiaenndaatu (arsanma Student t distribution) HansuagaUiAINGY LLOQ gniwuslidu 0.5 x LLOQ

c. GMRs wazaismnuifesiuuuy 2-sided 71 95% Aunalngniseniidsanuunnsidly LS wasuazgianig
Jesfuitaonadestu Insfinrsanaunisiinsgidlamesnsindugrifiuasteyaluaen3iulneldlunans
Angimannnesdadulundvesrlanosnisindsvifiadeiureansing (og scale) uaznguinduviondueny
d. Alanosiwndnagmineidalaya SARS-Cov-2 fi¥auay 50 (SARS-Cov-2 NT50) gnimualasldnisnsaa
AA31291 384-well assay platform (@eRugAwAL [USA-WA1/2020 Bsgnuesnideluiounnsiau 2563] uazanewug

o

Tolunsou B.1.1.529 aneniudelen BA.4/BA 5) fildsunisnsaasumugnsios

e Al A a8nI193UT3q MINVBULYNA191YD9%939ALT BsTuLUY 2-sided 71 95% d MU GMR o7
1NN 0.67

f. ATENI195UTI] MINYBUIIARIBIIIANATBSULUY 2-sided 71 95% d1n3U GMR agfl annndn 1

g Al A 98NT193UTIq MINVBULIAG19Y83Y 23RN 03T UUUY 2-sided 71 95% d1TU GMR a7

1NN 0.67 wazn15UTEUUAMUULAYEY GMR 8g#1 unnndmviseindu 0.8
h. N = Fuuvesidnsiunsfnuiinanisnaaeuiigndesuaswiteudmiummegeuilassylivangana
Aeuns@aindu waraanailunsinudegnfisyy Amilaglddudmslunmsdnndesas

i n = 31UV IT1IMNIANYINTNTReVaueIn iR ud T uN ITage U Mvual o ALIATT

\Fusoeafisyy

J. Frepufotiunuu exact 2-sided 1611910738 Clopper wag Pearson

k. Anauanasludndiuuansilusuvesiosas

L. FeAandeiiuwuy 2-sided fR15001AN35 Miettinen wag Nurminen ﬁgﬂLLﬂn%uqﬁImwmwyjmmlmLG}@%

v
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inaegnsadelifanaAfuveINsine (HeuniiAdsegu, uinnimsewinduadsegiw) dmsunuwnneig

s '

ludndu ArdsegiuveddawmesinagnidedalifanArdesduvein1sAnwiAuiunuteyafiiiuisiuiuly
nauLUTEUTgY 2 nau
m. AN lRPENINALUTI] MNTBULING VBRI WAMUTBIURUY 2-sided 71 95% dmsumnuunnsislusosas

Yo TINNsANNINIevauemiiauiueg unnnirfesas -10

n. AN lRPENINALUTI] MNTBULINR NI IAMUTBIURUY 2-sided 71 95% dmsunnuunntluosas
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M99 3, Alanasindesunntln - naugaevalNAnindulawesiuAvinaranusanuay/
5
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1 o v v A &

dnenuglolunsau BA.4-5 YaIMsANEIN 5 - fouuasil 1 haundalasuinduidy

¥
=

nszdu (Wudl 4) - ddrsaumsfinuiifieny 12 Yauld - Ivselifindnguvasnis

]
v A

AnLYe - nguuszynsauaunsalunisaseiiduiunamnsausaliunala
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aLandl Tawasiud
i yiaaewusaaA/aewuslolunseu BA.4-5
N5ATI AN | A19819° | @1y 128917 Y 918 18 §9 55 U 918 56 VAulY
nsvindnegusves GMT® GMT® GMT®
W2 SARS-CoV-2 n® | (95% C19) | n° (95% CI) n® (95% CI)
flouan 1105.8 569.6 458.2
aefiuglolupseu| TATW | 104 | (835.1, 1464.3)|294|  (471.4, 688.2) 284 (365.2, 574.8)
BA.4-5 - NT50 8212.8
(Alomas)’ (6 807.3, 4 455.9 4158.1
A1feul105| 99087) |297| (3851.7,51548) | 284 | (35548, 48638)
6 863.3
flouan (5 587.8, 4.017.3 3 690.6
aeuganede - | dATu | 105|  8430.1) | 296| (3430.7,4704.1) | 284 | (3082.2,4419.0)
NT50 (Alames) 23 641.3
(20 473.1, 16 323.3 16 250.1
A1fou| 105 27299.8) | 296| (14 686.5, 18 142.6) | 286 |(14499.2, 18 212.4)

Age: Cl = ¥19A21018 037w; GMT = alanesiad isaradge; LLOQ = T3 Ana 199090153 a8 U3 una;
NT50 = mlmma%ﬁﬁﬂé’wqmésiaL%ala%“aﬁ%’aaa: 50; SARS-CoV-2 = NguaINIINTsUUNIBAumeladeunau
ﬁﬁmmiguLm?ﬁqLﬁﬂﬁﬂﬂL%@h%’ﬁIﬂIW’] 2

a. mafiuiegiadennugananiiimual insnnusingide

b. n = dunuvesliinimmAnuiinanismaaeuiigniosuazuusudmiunsageuiliszyliigaiian
Tunsiiusegeiirmue

c. GMTs waza19m1Ld e unuy 2-sided 71 95% Fuanlasnisenidsasniinuedsvedlmnosuas
Fremnudoiufidenndastu (a1sananu Student t distribution) an1snageUTisAg1 LLOQ gnivualndu
0.5 x LLOQ

d. Alanosiivindsmiseitalaia SARS-Cov-2 fi¥anaz 50 (SARS-Cov-2 NT50) gnimuslatldnisnsta
AuAsg9i 380-well assay platform (@1eWuFAafs [USA WA1/2020 Fsgnusnidoluiiouunsiau 2563] uas
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nsfnw) Idgndndonid19auns@nvuguierfug A dadolafan ddufuunnsesluay

Y
=

(human immunodeficiency virus [HIV]) Ta§adudniaud (hepatitis C [HCV]) w3olisadudniaud

(hepatitis B virus [HBV]) #iflo1nsasil

a o/ Y ¥ 1 Ao & 1 dé’ o Yo o/
Uszdnsuavesindulugithsaunisinyiidergasus 16 Vauly - vasldsuindu 2 (i
Tudiuvesszesil 2/3 veamsfinwiil 2 andeyaiiivasauaudeiuil 14 ngadniew 2563 Jid15u

nsAnwIUTEIN 44,000 318 gnduegraviniieniunazlisuiaduriiabuesidueiiodesiulsn

o

1n3n-19 Aildsunseudi@luduiu viesmasn 2 W Mylaseilszdnsualasudlasuinduduy

v A

2 melu 19 § 42 Funasanidadadudunsn J5uirdudiulvg Gesar 93.1) losuipdudun 2

[V
a Y

Aelu 19 Audd 23 JUNdRINNAATATULTLLTN 19T (LS IUNITANYIALNAAAIUNALIY 24 LAY

NFIRNALASUTATULILN 2 IeUsziiiuaulasnsulazusyansuanalsalain-19 Tun1s@neInig
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Y

matnd Jid1siunsanusndudeaiussesinaiegneties 14 Tunsuuavrainisaninduldninlug)

&

Wanazlasusvasnusataduriinduensiduatiiotosiulsalain-19 srunssndudeaiuszesiian
981908y 60 TunouLATNaINITTUNARA MY ANGANIAINEeA/Maaun wieduylulnayduluau

g & % = A A Yo N v a & s & d' o a
Laﬁ‘ﬂﬁUﬂqﬁa?ﬂsU@ﬂ{Jjaﬂ'ﬁﬂﬂU']LW@WQZI@?‘UEJ'Wiﬁ@ﬂﬁi@?ﬂ%u%u@L@N@qﬁL@‘UL@L‘W@ﬂ@\‘iﬂﬂiﬁﬂiﬂ?@l-l9

Tumsiinsenanginannisinulseansualasiudidisiunisiinm 36,621 senflongnwus 12 Yauly

(18,242 selunquisuinduduesiduedmiviesiulsalain-19 waz 18,379 snelunquitlasu

q

graen) naiduglifivdng uvesnisioiio SARS-CoV-2 wnauaudia 7 Tundsnnfisuingudud 2

el fidnsaun1sfine) 134 seludifiongszning 16 fe 17 T (66 elunquitsuiaduiduensioue

¥

dwfutleatulsalaie-19 uaz 68 selunguiisuevasn) waziidnsmnsdnw 1,616 Sedufidl

019 75 VIulU (804 Telunguifuinduduedfiduedmivietulsaledn-19 uas 812 elungui

Sugnaen)

A iMsliesgviusansnanan iinisianiueinisvedsalain-19 Muanseinistugidnsiu
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= & Qy o [y | Ao 13 f = o o [y a
AIANYINIAU 2,214 person-years ﬁ']ﬁ'ﬁllﬂfj‘lm3U'J?1611UL81J@’13LBULaﬁqﬁiUﬂ@Qﬂu13ﬂ1ﬂ391—19 el
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\desranisiialsalain-19 NUDINTITULLI st nilsaiAnsauiu 1 lsauly Faiiunudswe
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n1sialsaladn-19 Nd81n133Ukse (Fregraugu lsaria daviludanieg (body mass index [BMI])

WNNIWTEWIAU 30 Alandu/msauns lsavensess wivu anusulaiings)

JoyauszAnsuarasingulanslily asnen 4
M15199 4: UszBnduavasindu - maiinlsaladn-19 ASwsnain 7 Sundsanlasuiadudud 2
Tngisgennangaeagvasany - gidnsaunisAinunlaiiivdngiuvesnisiaenauy 7 Ju

#ARINNIASTUIATUTNT 2 - Uszannsianunsauseliudseansuald (7 Yu)

nsiialsalaine-19 ASausnan 7 Jundenniildsuiadudud 2 luddrsiunisinend

Lifinanguvasn1shaa SARS-CoV-2 unau*

Jaduduensiduedmsu
Uasfiu gvan
Tsala3n-19 N® = 18,325
N® = 18,198 518
318 n1® Uszanduavasindiu
n1® szazaINITileeIsc %
ngudoy FreEIaINIRisEde” (n29) (n29 (95% CN*®
8 162
fidndaunsfnwsaun 2.214 (17,411) 2.222 (17,511) 95.0 (90.0, 97.9)
7 143
16 fa 64 U 1.706 (13,549) 1.710 (13,618) 95.1 (89.6, 98.1)
1 19
65 ﬂéﬁublﬂ 0.508 (3,848) 0.511 (3,880) 94.7 (66.7, 99.9)
1 14
65 99 74 U 0.406 (3,074) 0.406 (3,095) 92.9 (53.1, 99.8)
0 5
75 ﬂéﬁublﬂ 0.102 (774) 0.106 (785) 100.0 (-13.1, 100.0)
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AMUYRITIUgUIe: (Heinsedetesiian 1 eannsves) dld leMAadulmivielewiudu wegladwniiatuly

wieflon1siindu vunmdu Uinnduileifadulmivielionmsiiudu gaydenissusaniesunduiiintulml iuee

a

70EY N30938U]

*

o
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Y 9

nsAMLYE SARS-Cov-2 Tusin (TuAe dnan15msa N-binding antibody [@5u] 1uaufin1sinnsiansei 1 way
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ASIT 1 uae 2) uagdnan1sngia NAAT (Msthelwseayn) Wuaviinistdaesiailildfmunl idnmminew 7 Ju
o M vy o A & A Y a ¢ v
nanlasuTRdudni 2 gnyaudilvlumsliasgideys
a. N = 3udidrsmmsfnuidelunguitsey

b. n1 = FMUNTINNsANYITENnTIMINTeugayR

¢ seezlalumsihseiwmualumiag 1,000 person-years @nsungiiimuavesfidnsiunsfnuianunly

q

=

wiagngufifianuidewionsd svavia1vesmssunenugiielsalain-19 fe 910 7 Tundwiniildsuiadudun
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e. YANUT I UVBINTNAGBU (confidence interval [Cl]) wuy 2-sided d@usulseansuavaaindulau1annis
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a v A
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911 7 Jundsaniilasutadudud 2 Wewsuivemasnegsovas 94.6 (323R10T 03U 95%
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wiriusesar 89.6 faseuar 97.6) TukidnsiunsAnwindiensswe 16 Vuuluninieldiivangiu
Y9INIAAYD SARS-CoV-2 1fiau
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)
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Anmunavesnguiilisuenaenidunguatuauiinfiy Salszeziaiuiuds 6 Weundwiniilasy
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Trguwdudn 2 luussrnseuyseansua
Joyaruuszavsnavesindunliusulgslnlutegiulduanddilunisied 5

] a a v a a 3 A’S 1 [ 4 4 Yo v A
M990 5 UseanSuavesdindu - n1siinlialaln-19 ATwsnague 7 Jundeainlasuiady
Wi 2 wusnungueny - fidsaunisAnenitlidiivangiuvesnisiniia SARS-Cov-2* fiaumiin
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IaFudueisiouedmu
Uasriu g1%aaN
sala3n-19 N®=21,096
N°=20,998 518
318 n1® UszanSuavag
n1® szazaINIilTeIsc INTYU %
GLHERE! szetIa1nEsedes (n2) (n29) (95% CI°)
HLinTmnnsAnw 77 850 91.3
Wi’ 6.247 (20,712) 6.003 (20,713) (89.0, 93.2)
70 710 90.6
16 919 64 4.859 (15,519) 4.654 (15,515) (87.9,92.7)
7 124 94.5
65 ‘ldFlfTubL‘lJ 1.233 (4,192) 1.202 (4,226) (88.3, 97.8)
6 98 94.1
65 919 74 U 0.994 (3,350) 0.966 (3,379) (86.6, 97.9)
1 26 96.2
75 ‘ldFlfTubL‘lJ 0.239 (842) 0.237 (847) (76.9, 99.9)
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* fidrsaun1sfnufilufindngiuvesnisfade SARS-Cov-2 luafin (fufedinan1smsan N-binding
antibody [@54] \Juaufinisiansiandad 1 wazasaalinuide SARS-Cov-2 Taen1smsia NAAT [n1staelnss
ayn] imstansaandsdl 1 wae 2) wariinansnsra NAAT (msthelwssayn) Wuaufinmsiansailaildsinuely
fow 7 fundsndldsuiadudud 2 gnaandilulumsieseideya

a. N = Srunugiirsmmsanulunguiiimua

a

b. n1 = Swufidnsunsfnunidulunumdinanuvegagd

]

srgziialunisidiseiaianualumiag 1,000 person-years dmsugng AN MUAYBELUNIIUNTANY

e 0

nanualuusiaenguiinudeionyd szevianrenisiumenuiwugtiearad fe 90 7 Jundaainilasu

TeFudud 2 feaduanssozanihseis
d. n2 = PIUGismNIAnwnndaNudedmiungi
e. 12908911 (Cl) 95% WUy 2-sided d1m5uUsEANSHaTOIIATUlAN1910IT Clopper Way Pearson

pUsulmanfusregnantunisinsgis

f. s Uieifeny 12 fs 15 U Afinan1snsiadudu: 0 selunguisuiaduduesdwedmiu

Uesiulsaladn-19; 16 s1elunquinsugvaen
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Tunsieseziuszdnsuaandeyailausulmiutegiu Ussdninavesindudueisiouedmsu
Joadulsalain-19 Tun1sdastunisiialsalain-19 asausntusae 7 Jundsannilasuiagduidun 2

Wisuiguiunguinlasuevaenegniosar 91.1 (Faaadiedu 95% wiriuseway 88.8 feleway

93.0) Tuszwinagrsnaiigeaenuggsu/aeiudund (wild type) wavaneiugdaniduaeiugndn

a ] Y oy = a ! PN a a a yaa A Y
V]LL‘WiigU'WIGLu&JJL‘U']i'lllﬂ']iﬂﬂ‘b"]%@%luﬂqmﬂigsﬁ']ﬂﬁ/]a']il'ﬁflﬂigLNUﬂigaWﬁNalﬂwmﬁi'ﬂ"LNN‘Viaﬂﬁ']u

A157m573 SARS-CoV-2 11nau

& v a ¢ 1 v a a v v o v o v Y & e
wona Nt Teyanisiaseinqudesauuseansuai ldusuliidulayvulduanddiviuienn
UsEuin1syngAn1anuUssavsnaniaqnendaiuniiianguinuannume nguideud glimans wag

Ansaunsfinenillsasiuuazidulsediudsdianudssgmanisiinlsalain-19 Nflo1n153unse

Ussdnsuaveasindunalsaladn-19 Mdan15guuse
N153AT2RTng Uszasdseanuuszdnsnanndeyanlausubidulagduadvayuusslevives

Taguduersouedmsulesiulsalain-19 Tunistesiulsalain-19 Nfo1n1s3uwss

o Yuil 13 funay 2564 IensiiausUssansuavesindulunisdesiulsalain-19 Aiflennsguuse
anglugiinsaunisfnuiduiolifinsfiade SARS-Cov-2 mreuiniu @1s1edl 6) 1iesann
Frunusenuvedisalain-19 lufidrsunsfnuniilifnisfode SARS-Cov-2 mdeulndifpsfiv
snulufdrunsfnmiiiviolifinsfiade SARS-Cov-2 sewiilunguiifuiafuduendiduie
dwdudestulsaledn-19 uaznguilldFusmasn

mafl 6 UssBnduavasindu - matAnalsalain-19 fifisnisguuseaausnludidnson
nsfnenifiviolifinnshinia SARS-Cov-2 neulnsdamudisniaaruuasasdniseomsuay
g1am3ge (FDA)* ndsanitlduiadudud 1 vietudaud 7 Sundsanillduiadudud 2 lu

srerRnnUNaninguAuANAIBEIAEN

Jaduduansiduedmiu gmaan
Uasiulsnlain-19 38
3¢ n1? Uszanduavasindy
n1® 528IAINSEN T2 %
szazaINailieeds (n2°) (n2® (95% CI9)
1 30 96.7
vindilasuiadudud 19 8.439° (22,505) 8.288° (22,435) (80.3, 99.9)
7 Sundanniilésuiadudy 1 21 95.3
‘171' of 6.522° (21,649) 6.404° (21,730) (70.9, 99.9)
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18 $7891NELU15IWNsAN® 1,110 efilasuemasn Fausiisrussununsyngfsulssdnaa
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D

FIPNUNTAALYD 28 $1831NHLTITIUNTANYY 1,030 S1e71laTue maen AUTEIUNITINLRAIY
Usyandnaidusosay 100 (W¥reanudadu 95% oyl 86.8 uay 100.0) luseninegieszeziaand
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sednSuaiudosay 100 (920U 95% 0871 87.5 waz 100.0) tguriu

v v A &

Tun1s@nw?l 2 fn5As183isERU SARS-CoV-2 neutralising titres 1 1 LaUnaIaInAlaAsUInTULY

i = 1 1 v

2 gadumsinseiteyalungudesvesdidrsiunsdnuingngudentaeduditlifivdngiunig

Y 9 Y Y

> =)

fANfuInemTon1elTaine1veanIsiae SARS-CoV-2 Aiusafnauda 1 weundianilasuinguy

Wi 2 lnenisw3euisull WunisidSeuiisunisnovaussseninaefifleny 12 84 15 T

([ = 190 $18) AudidrsnsAnwileny 16 fs 25 U (T = 170 919)

gnsradiualameiinduisuiniln [geometric mean titres [GMT]] Tunquiiieny 12 s 15 Usiangui
97y 16 B9 25 Y 1.76 Ineilyaemnuideiduil 95% wuuasdnu (2-sided 95% CI) agil 1.47 &9
2.10 Fadulumutnasinnulaneenii (non-inferiority) 9 1.5 1111 1ngfN54191NVOUA19BS

2-sided 95% CI vasdmsdLANRdLT01AdN [seometric mean ratio [GMR]] 7iunnnin 0.67
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Amasnsalunsss g aduulugidrsaumsineniiteny 18 THulY - nasenldsuiadudunssdu

JsvAnsamvasiadulawesiufidunsedulfinnnsussfiualanesvesueuiived NT-50 dolde
SARS-CoV-2 (USA_ WA1/2020) $ @y 50 (neutralising antibody titres [INT50]) Tun1s@nwid 2
Tumsfinund Iafimsdatadudunsedundmnitldsutadudui 2 uuda 5 89 8 Wou (Asesu
yosszezategil 7 wou) lunsinuidl 2 msiiaseat NT50 ndaannldsuiadudunsedu 1 Weu
Sowfleuiuvdaaniladuiatuyausnlugifieny 18 f 55 U 1 Wou Felaifivangumandduiuine)
yi3elrfainemenishiaile SARS-Cov-2 Tusfmaufis 1 euvdannilasutadudunsedulduandly
hudsruliidesninisdnsdiuanadasiadin (geometric mean ratio [GMR]) Wa¥AULANANS

YBITNIINITABUAUBINIIN T A U (seroresponse rates) Ign1snauaussniIegla uiud iy

] = 1 = v a

HLU13UNsANYIMINERaNE NT50 geuannnimisewiiu 4 wiainansusu (leunaglasuintu

Yawsn) NellaasuranIsIwseililunisned 7

A15199 T: N15A5993LAT1TVUBUAUBANNA19gNSAa SARS-CoV-2 (neutralisation assay) -

NT50 (latnas)" (SARS-CoV-2 USA_WA1/2020) - n15tU38utiisy GMT wazansIn1snauauag

v A

AN 1 heunasanilasuiaduidunszquiu 1 aundsaniildsuinduyausn -

Y v

JidrsaunisAneridieny 18 Yae 55 Vihidinangiuvasnisingagedn 1 LAaunanilasu

e

v A o/

< v o a ¥ ay 14 [ |
’Jﬂ‘U‘NL‘U%Jﬂi%G!‘N* - Ui%‘lﬁﬂi‘VIﬁ'u.l'ﬁm.]i%L&Iuﬂ'3'13Jﬁ'1NqiﬂiuﬂﬁiﬁiﬂﬂﬂNﬂuﬂUIQQﬁﬂﬂﬂiiUﬁﬂGU‘L!

Y

Wanszgut
1 1ADURAIIN
fisuiadudy ATINY
1 \foundann | nsedu - 1 ifieu | Inquszasd
1 foundanniiiu | #ifuiaduyn WasNTITU LEN PR Y
nTudunszdu usn IFuYALIN foendn
N (95% Cl) (95% CI) (97.5% CI) (lv/ila)
Anlanasiad
\suAdinfindnagns
soillala%ai 50% 2466.0° 755.7° 3.26°
(GMT®) 2128 (2202.6, 2760.8) (663.1, 861.2) (2.76, 3.86) \&
ATINTIADUAUDINIG 190"
piduiy (%) dmiy 199" 95.0%
Alanasivindneqns 99.5% (91.0%, 14,5048
soilialaail 50%" 200° (97.2%, 100.0%) 97.6%) (1.0%, 7.9%") Y

Mgo: Cl = Y19ANULYTY; GMR = 8R518@IURANLSVIANS; GMT = A1lawmesedssuiadin; LLOQ = Iadin

190N TIAgaUsHa (lower limit of quantitation); N-binding = n1s3ufuiiapalelusAuveatis SARS-CoV-2;

NAAT = 1150329 nucleic acid amplification; NT50 = A1latnas A Wna19gnsneld aladan sevas 50,
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SARS-CoV-2 = nauemsmsszuumudumeladsunduitomspussdafnnndeldalalau 2 YN = 19/l

+ SARS-CoV-2 NT50 La nmvunlaneld n1sms397LA518% SARS-CoV-2 mNeonGreen Virus
Microneutralisation Assay N1595297LAT1% 7 ﬁ%[,;zf fluorescent reporter virus Vldlvl,mym 191N Lsﬁya GME] ‘W“uﬁ:
USA_WA1/2020 wazl@e1u virus neutralisation Ui Vero cell monolayers #10819989 NT50 A1nualiidu
reciprocal serum dilution Saidel¥adesay 50 Qﬂﬁﬂé’ﬂaqwé

* fidnsmnisinunddlifivingiunsgdduiuine wiemdhainevesnisiade SARS-Cov-2 luafin
(gean 1 Woundsnlefuiadulamesiufidunszdu) (ufe nan15¢529 N-binding antibody [#3u] Huauuay
nravlainuio SARS-Cov-2 Tnen13msna NAAT [n1sthelnssayn]) wagiinanismsaa NAAT (n1sthelnssayn)
Huavfimstdansiefildldimualiauis 1 Weundmniilssuiatudunssdugnamdlulunmsnneideya

¥ o (% ]

Aeinsaunsfineiiounifinaaniinswananddasuindulawesiug 2 Wudimldgndulugusn
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Toglasuadudud 2 nelurisnariivualiatomei (nelu 19 89 42 Yundsnnilasuiadudui 1) 1asu

o Y o A
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av do o A

\unszdu) warlifinadeavulasessnsidoiidfgdu 9 ddiussdulewmegilinisnm

a. n= ai’wmusuaﬁrﬁﬁﬁmmsﬁﬂmﬁﬁmamsmaauﬁgﬂﬁamamﬁuau al nanfivhnisiiudiegeeaes
adamelutasnaniissyly

b. GMTs wazgsndasdunuy 2-sided i 95% mualdagldnsonidvesasniifiuedsvasianes
wazaa9AL T et uii dennd iy (M91509m 1 Student t distribution) HAN13ATIIILATIZHT 1N LLOQ
Qﬂﬁmumﬁ'ﬁ 0.5 x LLOQ

C. GMRs 1az929A713948 03TuuU 2-sided 1 97.5% Furalasnisenidsvesanuuaneeied olu
aON 3 IUYTEINISVIAERULAZT AL T asTUT dennd Bt (W18 Student t distribution)

d. AlaifasninazusIaMINTOULIRE 1 IYBY AT BT ULUY 2-sided 71 97.5% d11$U GMR og
1NN31 0.67 Uagn15UTEINUALUUIAYEY GMR a@jﬁmmdm%at.vhﬁu 0.80

1y ~

e. n = IUVBEITITWNIANWINTNaNISNADUTIgNA DAz kWA T UN INAdR U LAy LT
sudunsAner 7 1 ifoundsainiilasuiadudui 2 wazdl 1 Woundsainiilasuiadudunszdunialu
Fraildmnuall Auvaraldludmsiunmsdnnniesas

Y o o

f. Sruuvesfiinsmmsinuniiinsnevaussmagliduiudmiunisnnalinnesiiimualia 9anand
TWiafuifufedns Tennulieiunuy exact 2-sided 11191033 Clopper way Pearson

g. muanssludnaau Fauanstiluguvesiosas (1 Weuvdsnnillasuindudunsedu - 1 Weundsan
Iesuiaduidud 2)

h. Isusuthseuidesiuuuy Wald 2-sided dmsuanuunnsidudadau Fauandlilugvesosas

i aulaifeeninarUsTQMINUULINENYR9T AN DI ULUY 2-sided 71 97.5% dmuAALANANS

vasderaregil unNninFeway -10

a v o g o ¥ ¥ = & o AN Y
Ussdnsuaduninsvesiadulugidrsaunisdnwiideny 16 DTuly - nasanilasuiaduidy

L4
nsERU

Ipsilunmsliasiziuszaninassninimavesnsfinwi 4 JadunisfinvinsBatadudunsssuind

)=

naueuamduasnludidnsiunsfineuszana 10,000 s1efifleny 16 Vuludddgnamdan
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masnisuiadudunsesiuegieios 7 Juldaudsiufidatayaluiui 5 gatau 2564 Felawansd
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JayaraInuansiol

COMIRNATY™

Omicron XBB.1.5 (30 micrograms)/dose
Dispersion for injection

Adults and adolescents from 12 years

COVID-19 mRNA Vaccine (nucleoside modified)
Raxtozinameran

10 Single dose Vials

10 Multidose Vials

Statement of active substance(s)

One dose (0.3 mL) contains 30 micrograms of raxtozinameran.
Single dose vials: each vial contains 1 dose of 0.3 mL.

Multidose vials: each vial contains 6 doses of 0.3 mL.

| List of Excipients

ALC-0315, ALC-0159, DSPC, Cholesterol, Trometamol, Trometamol hydrochloride, Sucrose, Water

for injections.

| Method and route(s) of administration

Intramuscular Use.

Do not dilute prior to use.

Read the package leaflet before use.

Keep out of the sight and reach of children.
Scan QR code for more information.

Scan QR code for more

information

| Storage condition

Store at 2 °C to 8 °C after receipt. Do not refreeze.

Store in the original package in order to protect from light.

Multidose vials: After first puncture, store at 2 °C to 30 °C and use within 12 hours.

8IAIUANNLAY

Reg. No. 1C 8/64 (NBC) ol

ANNTY
PC:
Lot/EXP (at -90 °C to -60 °C)/SN/mfg IHmmzanunenia
(nduey)
Expiry date at 2°C to 8°C............(Maximum 10 weeks; Cross out the former expiry date.)
Manufactured by:

BioNTech Manufacturing Marburg GmbH, Germany

Pfizer Manufacturing Belgium NV, Puurs-Sint-Amands, Belgium

Released by:

BioNTech Manufacturing GmbH, Mainz, Germany

Pfizer Manufacturing Belgium NV, Puurs-Sint-Amands, Belgium

Imported by:

Pfizer (Thailand) Limited
Bangkok, Thailand
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