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Abrysvo, Respiratory Syncytial Virus Vaccine, powder
and solvent for solution for injection
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o BSTHIRZHEERE  RHEEEE 6 BMAAXBRWERE - DA FRERM S KBS
#E 2 NIEIRE Z=9% (lower respiratory tract disease - LRTD) -
o 60U EMAZ TEIREERE - DIFAR T IRER SR EN5 1A N EREE®(lower

respiratory tract disease : LRTD) -
o BYRSVERAMRERS Z18E59mMAZ FEIREERE - I RERSHSESIE

RN IEIRE RS (lower respiratory tract disease - LRTD) -

3 HZEKHRE
3.1 HZEHE
H=
BERESE 24 BEF 36 BZERTEHE 0.5 2/ ( 2/ 5.1 8115
1280) -

60 FRIA £ B BA S AE RSV R B PR B 5 2 18 2 593K AL A

BIRTE—HIE 05 2 -

CEREE
RE (#REERKRIW 18 5% ) £ Abrysvo L2 BN N EARELL - RERS D
FREBENERNABR (2RF128) -

%
Abrysvo ARAPESZ FERN =AY -

EEARETUEMEHNERES -
HEAREERIBC RN EIEZE MR AER - SRIFE 328 -

32 WM@ERAN
ET¥ Abrysvo MIRZEH (K ) - FAFTIRAVARDES R A2 iR 2RO E R

FEFRD - BRBECE Abrysvo - —EZEE A ZEMEEES (vial adaptor ) RABIRVIATTIEE
HerP 22BN YAMEIZBMARN/NRSD -

EEAREARMAAEIETRR -
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114.09.03

He

¥4 Abrysvo (#K)

A Abrysvo BER@RAIEHE PR 8RR R E B
ﬁ ‘--H m
A EE 4o (Luerlock) dtiesd BAETF (BH TRT6EE)

HH 1 2L RAAMEHE (vial adaptor)

o WiMBERMERAEINRE  LEBKRERLGEE -

o WFBEEMBERENALEY  UEREFAP O HRARFAOTHE
Bhikdk - HrH ARABRBESHEAETAERS  BLHETHRES
AL MR- SRk

T8 2 AR (JUR) SE AR Abrysvo

o MMAEEMEAESE  PREMSHAEEESED (Luer
lock ) #4855 - 3EATE £ 38448 0 (Luerlock) MiEsi A MiaE Y »
i

o BBURTEHSEE Rl 4 SR BRBES - §E8
Blra A o - R E -

o WEMHBZ AT EAZRRY - HETREFEL BERMRE
AR APIBRAREEM - WHRNER -

T3 dbENE RS

o WHHEASERL  TEREBOMEHENHLINEY - R
Abrysvo @9#& % 0.5mL -

o R ETRE ST SRR Bk .

o GEF A ANHLPE S e) B 4T -

ERENEERSEERLAR - ] 281 - BtERREEEEEARBRNYNE
MIRZ - IRZRABRYNEE - BFOEH -

285 PN i

FAESMAERNERL N  AEMBHASEEMERES -

4 =* =

ZTS/700N

EMR A SEMANE 1.2 en 2R BREBE -
LERIEEIR
EE/EEEIE

w
l]||}!I

v
—

#BEY (Hypersensitivity ) #1784 EZE B8 ( Anaphylaxis )
ERERERBFEENBEREENER - URABEEEERIERENUAIMREBK
St

EAM-EFEZEEE ((Guillain Barré Syndrome )
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5.3

EHREEUMRERER - ZFEARE 42 RNBERMN-ENEREEFNERIEM -

EEEEE - ?}iT%%E%Tﬁ'é‘;ﬁ%ﬁﬁﬁﬁif%ﬁéi/l}'f&ﬁ@%@*ﬁ%ﬁﬁﬁ’% - BAMELR
EMERE (ER)  BERRIBNHEENRE ZEZNEAERENERUESR
EMSIRNEE -

iR A E R
BRI ERHEREEREEEERE - MEMRRENRER  ARTERERES

[0/ Vi e /D i B2 )RR [ P

HRBA M/NURMESL R R MR E BEEG FAbrysvo - EiEE AL OBEEMN
PUEST R L MBS -

REINEAETE
BRIt H R R INEEAEE (B ERRRRATEIAEE ) - AR ENEENYN
MZ=H - AbrysvoRINEREINEAE ZE AP IBERIE -

RZ2BEUNKR24BHE

Abrysvoisi RERZRW2ABNZEPETHR - HRFEZR X REMSHE
RERBURRBENEZBRBHEBREE - BERF24E368B 2[iE ] Abrysvo (£
RS 31 M 1287) -

1& B SR PR
BEEE—1% - WFERRRERAES BIREERERIE -

inwid]
ZREHEZEAET mmoliyin (23 mg) - EALOIER &R, -
Abrysvo Z2AEE L1Z4E2Hs 80 (Polysorbate 80) - X LLIZLESEE 80 OJRERIE B

BRIERMAE
Abrysvo ¥R BB K RIFIEMBE IR AR E 5 ol RS

ARG ISR

6.1

RPLMRER (BB4000EERER ) REBBRINABE R E/ MRS -
HEEBESUMS - £ Abrysvo ETEIMMANERT REEH TSN EEEEE
WEE (FERE 1038 ) -
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EIIEZESCIES
E-EEBNNENKERZBSHNBMSHRTD - SHEER 2 BEAEE/
Abrysvo (28 A= Al[OH]3) (BEES 0.5 mL) - UAMAFS A - LT HEAAZE
HE MM NZW &7 - ERER%GEAET 21 KA 7 X - #FEERESE 10 KAN%E
24 K - 1tiF Abrysvo WE1¥) ( #ERZ A ZAIOH)3 ) REMREMLRES3% 7 IHEE
MiniERE - RAERRINBESHRHRAERE - WHES] - ilbh-lhREER
MFNEE  ERABBERTE -
FE—IRSE3 AR (B8 1) B - Abrysvoil (14% ) MLZREIAE (13% ) EEEES
?éﬂlﬁlﬁ NBHMAEIEARBSHHEM -

S 24 ERKXRBER PARGAR 22 4EM5% - Abrysvofl (37% ) Mz EIHIA
( 35% ) BREER 1 BAABHRNARSHRZERABELL - AbrysvorH 2% BT
b - FHMEREZEREEREIERE (DRI 201 (6% ) 169 (5% ) ) ~ ELEEE
5 (A& 181 (5%) M 155 (4% ) ) IRFEXRMEER ( 2RI/ 174 (5% ) =% 203
(6%) ) -

6.2 TEEL

BB REE Abrysvo EE & AABIL - Abrysvo EEEBGENSEBY, > 5
R KRBT R R -

63 BEEENNXMEASH

BEDRBRIR Abrysvo I NSEEIENTENER -
B FERERT RBEEHIEMEIEE N ZEME ZAEENESEE (FE2H5%5 103

#) -
S E 1R

Abrysvo oIDIEZEIMINEREER (QIV - REMR - F&L - BEEN ) BER - £—
IRET ¥ 65 ﬁ&L‘ltWAE’Jﬁu&uﬂ% o - ERHE AL EREAAMELE R REFEASMHEN
54 - 28 - 2 Abrysvo MEE{EEEEINFEERREBRRRFIMEAR - B2 RSV A M
RSV B PAMIAELIK A BUA] B B EL M AR HIRUB ECEE B FT I - UL E23RAVER R BRI A
R -

ERENFFRZLMED - BT Abrysvo BIRERE - BEBNE - SFMARAEAHEESEEA
(Tdap) R BELZEME R - ERMFTISE RSV A - RSV B ~ BIEFHERMN &R EL AL
ERtRENRERE - 2Am - BEJEAMEE - BSHEITHEREMDNRERERE - I
BARETEASHERY - LLE23RAVERREER IR -

BITER/ARXIE
8.1 HAREZRRIFA/ARKE
ZEMEHRE
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ERF4AZ3BHNR2L NS  RRBRNARREBZEERRENUER (41%) -
BRI (31% ) TR (27% ) - REREEZENAZEEENESRENRERZERK
EEDE - WHERIFR2EIRNER -

FH 185

HEI8HEULMHASD HREBHRNARREZRS (23%)  8FE (20%) ~ BEE
TEEMIESRE (19% ) MAAKE (16% ) - AZHRENEREEERELEZPE - I
EBREBIE2RAER -

LEREIFE
R IR R P ET L 7 ¥R 224236 EMIRZ2 LM (n=3,682 ) F185 L LRI A
(n=20,275) % T E—H=EAbrysvolIZE 1 -
FEREKR T MEBEEEESRIHIL
FEER (21/10) ;
B8 (21/100 £ <1/10)
ABER (21/1000 2 <1/100)
F5R (21/10,000 £ <1/1,000)
FEEZER (<1/10,000)
KA (BEDUIRBERLE )
BIENARREZARBRED I - HBEERERFHES -
=1 Ii$T Abrysvo AR K&
HRIRBREDHE BEYMARRERER BEYMARRERER
<49 BEWIRZ LW 218 BmAIRR A

MREME 4R HEID

MEASREAK FR FR
RI& R EIR
BEM R FEFR

BESE (QERS - |25 =5

BEARFESR
gaE FEER FEER

BR-EFEEEE FEFER
( Guillain-Barré
syndrome)

B BRI P R 45 4 4E A R e
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8.3

REREDE Y ARRERER Y ARRERER
<49 EAYRZE LK 218 BEAYRLA
RISPES FEER FEER
BAE TR =5

— MR IR R AR BB B

®55 FEER
L= IVRES FEER FEER
T m e 3R AT =R =R

& m RN AR =5 =5
B AER
EmEEEAIRE FR

& e R A AR FR

T m e Rl M AE F5

EHRAR

UM ARKREER Abrysvo EH#EE R4 ERPRIR - AR IBREBGEAR ERE
BFREH - HREXRFAUEGLE  IMNEAEEER ZBANERER -

WEAHESE . B - (RS

—IEA] A Medicare BERMRE R EET 2 BREBEGZRIAE - 947 2023 F 5
BZE 2024 £ 7 BHBEEARRZ 65 sl EAZESW-EFREEEE (GBS) Z&

b - DT RENEMBPABEERHEESE 1 2542 X - HRPEKSFE 43 XEFE 0

X - MRLEREBTR - BEA@ME 42 RAZEEWN-EFERERE ZERRIZN - HEgExR
EE (Incidence Rate Ratio - EFEEAA GBS B S AL BN R E 2L ) & 2.02
(95% C10.93-4.40) - 15t 65 MU LA ABEEEEREAmEEEZZIEMN 9 FIEMK-
EFNEEEZEA - AR EFTHOEHN-EAERFSSEREXERM-EREER
HBEAZEBIEL (excess case) WLETE - ARMEEMNISEGFEER - HICER R BIE i
B EM R 2 B A L ETE R EEE -
TimBERRERNEPEN-EFAEEEZMNZE 2T - BEEKREESRER RS
W-BREREE 2 Z0 2 - UREBBEEAREREREEEMEE 2 EZ6 0 THZ
5 - AR IR ISR BB AR OB NEM-EREERSE AR - BB AR
RBBINACUEIMER ZERE@ % -

A B fERY B 5
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ZEEBNRUARREESR +20EE - EuUIRSEENZEnUa/ERFE -

9 | BE
Abrysvo RE—HIE8% - AXTEHABRE -
Abrysvo BE IR E QT E - IREEBE - BRBEFHREALLS TERSE -
10 &3R4
10.1  fEFH%EE
Abrysvo 2813k RSV-A 71 RSV-B S RUMEEHIZER RSV BEEI F R - Ba
Al FRZ2ME RSV BERZPRIMENEZERR - IAEHE - ®SA F MRE5(5
R IE - (EMTAERT RSV fmEERARY N IFIRERETR -
10.2 ZEEEERE
ZyasiERl EE - Hftwsttias ; ATCIUES - J07BX05
FIRE 24 £ 36 HHRBEE Abrysvo B ZBRFTEREZ T - ¥ RSV #HEE MEIK
BEROMREFRRE RSV PARERNIREER - 18 MU ENRAZBEE M 2%
BERRE -
10.3 ERRAIZZMHER
1031 BUEM - REUKREBNES
HAJ Abrysvo s RETEEY - REMEETES NEERITMN -
11 ZEYEHEFEHT
AEH -
12 ERREBRER

EEREMNZEHEEERZE 6 # )58

A1 2B 38 200 BESR (1:1) €5  ZRESRER  SEFHE—T
£ Abrysvo FaPh1EZ 24 £ 36 BEERE 7 REAMEEZFREMSHEEE N EREER
A - BABERERPEETEERIEE -

AP L ERRSVEEN TEREERF A EME KRBT SHEEHNE (RT-PCR ) 1#
2 MEAR N @B REGER  BRSE - MEEMERE (SpO, <95% ) FAwEEL]
& - FERSV HEMNEBEE NFREEFRNVERNB/TES LMRSVHBEN FEREER - KT
ZO—IERRER  WIRIEERE - MEBFERE (SpO, <93% ) -~ RiEBSESHMILT
FTETERERER  NEREE (ICU) R >4 /M - f/SERE/SX -

EARFEED - 1§ 3,695 BEMBEEREZNZEREHDECE Abrysvo # - 3,697 Z[E# S EC
ELHEAE -

BT (vaccine efficacy - VE ) #ERBELZRTIAMEEL - HidJAbrysvo #2245
SERIRSV T IR 78 &= s AU A 2 LB PR K (relative risk reduction) - EISRE L MIBEZN TG
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= BIEEELER 90~ 120 ~ 150 3¢ 180 XA RSV B HFEEmME 2 & E T REZRK. M
RSV HEZERER NTIRERR. ©

TEH#E Abrysvo BERRZZHED - 65% BB A » 20% ERAHFEEEHA - 29% SAIF
B/AUTE o FERPUBS 295 (BE 16-455% ) ; 0.2% WSEEEFER KW 18 5% © 4.3% HY
SHEFRAW 20 5% - FEEZARNEREBHPUHS 31 BN 2 X (EBER 24BN 0 XE
36 B A4XK) - HERHRBHPAES 39BN 1 X (BER 27 BN 3 XE43BX6
R) -

BEEM MR 2 %K 3 PR -

&2 Abrysvo ZBRHBRETEINREEE - HHEZE 6 BAXKNERE RSV 5#E - &RE
FEMEEZ NIFRERRIVEENT - 51

IRF HA Abrysvo LR VE %
EZ=E EZ=2 (Cl)2
N=3495 N=3480
90 X 6 33 81.8 (40.6, 96.3)
120 X 12 46 73.9 (45.6, 88.8)
150 X 16 55 70.9 (44.5, 85.9)
180 X 19 62 69.4 (44.3, 84.1)

Cl=E#8&R ; VE= ZBENT]
4 90 RFFHY Cl & 99.5% ; z#EmEPRAIZ 97.58% Cl

&3 Abrysvo ZBBRHBREETEIREEE  HEEZ 6 BAXKNERE RSV IR - BFE
EMEZ NRRESRRINEGRNT - 51

(53:13 Abrysvo LR VE %
(EE3 (EE3 (CI)?
N=3495 N=3480
90 X 24 56 57.1(14.7,79.8)
120 X 35 81 56.8 (31.2,73.5)
150 X 47 99 52.5(28.7, 68.9)
180 X 57 117 51.3(29.4, 66.8)

Cl= F8&E[ ; VE = EENT]
4 90 RIsH Cl 7 99.5% ; Z#HEFRRIA 97.58% Cl

T REEEFERC0GEIUEARA

b2 2—IRE 3 # - 2P0 - BESR - 5 - ZLREEREER - &S Abrysvo FaM
Fiik 60 L EAAZ RSV *EEEJ"FHJLU& FFE’L&?J
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EF RSV M N EREEF AL RT-PCR #:2 - BREEMREIRE 7 RKAHBIBEVWMESE
W=7 NEIREREAM - WER—EmEAEZEMRRE 1 R E © 7 I3RS, 12 R 2118
0~ TS AR~ IR IR ( 225 RIFIR/ 5 #8 5k IR R ELL R S E B [resting
baseline]3&0 15% ) -

BEW DB E (1:1) 285 Abrysvo (n=18,488) L HE (n=18,479) - {kIRLEH: 60-
69 5% (63% ) ~ 70-795% (32% ) #1280 5% ( 5% ) ? ”‘/\WM BEAERTEEMHEIZHE
ERFALNAHBHNERT - 52% W2HEERDE 1 BHLEENRETEER | 16% WSEE
BAEBENEMHOMER  WRlk (9% ) - EUMHEEUEE (7% ) SVEM% 0 M=
(2% ) - BENEAZHEAALTERRERS -

FEENEFMEENA (VE) - BIEZEBAMEL - F£5—1@ RSV =67 - Abrysvo HEX
HIR RSV 4B R T I 0K 38 %= fm Y 48 £ [&L P 2K (relative risk reduction) -

TE3#TE Abrysvo W2 EBE D - 51% 28 - 80% EBA - 12% B2EATFFFERA -

41% 2T E/HTE - SEENPUEFRS 67 5% ($HE :59-955% ) -

ESE—E RSV FEIL R - DWTER Abrysvo ERIZ) RSV 48R 2 T HIREZER (fER 22 &
MEMR 23 @ ) FEEBHRFEEYS -

BERDWME 4 Fin -
3= 4 Abrysvo ¥ RSV ERHBRENN - FERBIFEFHE 60 mELEAEA - 558 2
»ANER Abrysvo ZRIE VE (%)
IEES 4 EE3: (95% ClI)
N=18,058 N=18,076
BRXREIR RSV 1HEE T 15 43 65.1 (35.9, 82.0)
FIREER - 22 @
fEARa
BHRXREIE RSV 1HEE 2 18 88.9 (53.6,98.7)
IREERE - 23 @
REARD

- fEHBR ; RV -WREMARS | VE- BEH)
4 1£ RSV 528 A (Abrysvo n=3 - ZFIEI n=16 ) WIRRESHF - VE & 81.3% (Cl 34.5,
96.5) ; £ RSV mz#f B (Abrysvon=12 - Z&HEI n=26 ) & - VE % 53.8% (Cl 5.2, 78.8)

b % RSV Z58% A ( Abrysvo n=1 - ZEH| :S)E’H ZUAHP - VE 5 80.0% (Cl -78.7,
99.6) ; £ RSV 5% B (Abrysvo n=1 - ZR{H n=12) & - VE % 91.7% (Cl 43.7,99.8) -

BERSVEREMEERE 218 BE 59 B AMNBREEN

AR 32 —IREE3H - 20 - BB - 85 - ZREHN R - StEHEABERE RSV 3
EEE NERERRERERSH 18 mE 59 M A AR Abrysvo WZ 2 MM EERY -
Al 3 MARBRUMEER (BESR ) - VIEER (AEREESIE) - BRER -
Wi s ~ AR ~ MRSHEER ( 211 KRB AR AN R AE TUE RE/ TP AR BR T BE 1R T E )
R - BB DBl E (21 ) 2B —HIE/ Abrysvo ( n=437 ) SiZEE

(n=217) -

AlBR 3 PR Abrysvo WREEBEBMERZZRBNZHEEFER - BENES P ERADFRE
MRBAEM -53% B 18 mEA9m - 47% H 50 mE 59 % - BEANLEMATEEVEA—
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ESRTENERREAEMRL - EPEE 53% BF =1 BEUMEER - 8% BA 21 il
MEER - 42% BETERRE - 31% BE =1 BEMER (FE - B - @& - RsEMH
IR )

EEH 18 RE 59 MAAZRENNNHETTE - RRBEBEEEEY 60 U EMAZENY
R MERLBR (HlBR2) - BN EER 2 MR EIZ 60 mIA EM ARRERMEF R ( SMEFEER
M) - 18mE S5 mEEARMA RSV PAMZEMFITRME (GMT ) RILEHI (RIBEE 95% CI 89
IR >0.667 (1.5 EASMERSRE) ) - LUK RSVA R RSV B ZMBERBRHNEE (1RIE
EE 5% CIBFIR > -10% ) - FEASHERGE -

&5 18 B E 59 maEEEE (&R 3) B 60 s LikE (kg 2 ) EiEE
Abrysvo BERY 1 EA% - #HEERHE RSV PHIME GMT RILEER

#B2 3 18-59 = B IREE B8 2 260 5% HERHSHF
(ANCOVA
) LB
RSV mag# n AREEEY n REEN AREEEM
GMT (95% GMT (95% | GMR (95%
Cl) Cl) cl)
A 435 41097 408 26225 1.57
(37986 - (24143 - (1.396 -
44463 ) 28486 ) 1.759)
B 437 37416 408 24680 1.52
(34278 - (22504 - (1333
40842 ) 27065) 1.725)

Cl-E8E[ ; GMR - & 9LEAl ; GMT — &5 E

&6 18 ®ME 59 meaEREE (56 3) # 60 s LikE (8RR 2) EiFE

Abrysvo ZERY 1 A% - RSV P HMME MBS R ERAEEE

#4883 18-59 %= A PG R #tE8 2 >60 &% ]
RSV g n/N (%) 95% Cl n/N (%) 95% Cl ==
(95%Cl)
A 405/435 90.3 - 95.3 359/408 844910 | 51(1.2:
(93) (88) 9.2)
B 408/437 90.6 - 95.5 347/408 812884 | 83(4.2:
(93) (85) 12.6)

Cl- EE=ME

OE R
131 8%
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15

l
?qj

p1==4
=]

13.2

13.3

Hth

R

ﬁ—m

@H IARERE/NR (B 1 BEBARSEER ) P FAEF (aR&IETEZE ) M
=

BE
BRI (5 1 B3R ) P 1 BRE - wAZE 1 (GMaET E%1B ) MRig
(BRER_G/RTEHLERE )

it
o
o

bl
B (=5
0
%
3 o
Wi
(n}
a

EIERAE

s8rE=1/ \ﬁHJr R (MR) 1 ERBRFETIR SR 1 ERE 1 [EstiErERE
ER(1HER) -

BERE= 5/ iR (RR) ARIRVTATSIE TS a8 5 ERCE 5 B EERVEEMRE
=R (S5 HER )

OEELIFFAREREEE L -

A
FRIZIER -

e IR

sl IR B (2°C-8°C) -

BRR - WRBEEALR  FEE -

RAFWERE 8°C E30°CHRE MR - LEMS 5 X - HILHBARE - B
FEEE Abrysvo - EEEMERARERRRERBENE R MRERESEABY
B

EHE

Abrysvo EERLEREIIBINME] - MNREHEFE 15°C £ 30°C 2 - RIEE 4 /NS
1T - BDRE °

£ 15°C £ 30°C BRYEEMMEEALZEMEREER 4 /MR - (IEMEVERAER
& EmBURIER - EXRUER  EREREEIREANNERAPHEEFREN

Bz -

SPC 20250328-2(MOH20250528)
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P an A A B BLS R Pfizer
Manufacturing Belgium N.V.
Y i BB B AR 125 R Pfizer
Manufacturing Belgium N.V.

X B BB B — 4k B1E#: Hospira,
Inc.

1 in KEE IR AR AE]

Rijksweg 12, 2870 Puurs-Sint-Amands, Belgium

Rijksweg 12, 2870 Puurs-Sint-Amands, Belgium

1776 North Centennial Drive, McPherson, KS 67460, USA

aitmERER{CIE1005%42 « 4318
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