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# 1.6-1 SAENC I 1T 2 AANOfE R
# 1.6-2 JiREREE T 7 F L HEREEE AN 72 M 18~497% Je D505k LA EORE IZIH W T 7 F
VRS A LIS HERNCHLE L2 BT R OV B E O RIS 2358 8 DAL 7- g5
# — #ABk1 (JR3C Table 1)
# 1.6-3 W REREE D 7 F L BERRIE D 72\ N 18~ 495 D MR (BT T 7 F U HERE%S H LA
MICERTICEUE L2 B R S Mo BIRUS 780 S - g — B2
(J-i3C Table 2)
# 1.6-4 IRERE U 7 F L BRI 3 8 2 S0 LA_E DR F 1 2R\ CT U 7 T L efdE%k s B LA
PICERTICHUE L2 BT R S O BRSSO B - gErE — B3
(JFI3C Table 3)
# 1.6-5 RIBOS—%a3 (3L Table 1)
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1.6 SNEIZSITH5ERKTFICET 2EH
1.6.1 HSNEIZEITAHFERKRESE
SMENZ I 1 D ARFN O AR [ER 1.6-11DEF0,

20254E3 HHIE, AANTKE, Y= U a, hF-E, A=A T U7 KON OS50 E 1T
BCARINTWD,

& 1.6-1 SNEIZH 1T 5 XFDEAIKR

ARFN D e NS HRGR S U724 A 2024476 CKE, O18mLh EOFIZH T
% MR R M IERI3, 6A, TF, 8, 9N, 10A,
11A, 12F, 15A, 15B, 15C, 16F, 17F,
19A. 20A. 22F, 23A. 23B. 24F. 31, 33F,
JOB5B (TR KR T D REMEEEO T %
A& L7caedh sz, @185k L& ITH
\J 2 IR ERA IMIERI3, 6A. TF. 8. 9N,
10A. 11A. 12F, 15A. 15C. 16F, 17F,
19A. 20A. 22F, 23A. 23B. 24F. 31, 33F,
N OB5B ICEEKFT ik O TR BRY &
L 7-hedh fo%)
AHNORKGECH [E R « F2 - - L« 0+ 52) D | FLSMIAGRES 3 A
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162 SNEDRTXE
1621 SNEOFIXENOHE (FIR)
1.6.2.1.1  XEFIXEOHME (FIR)

58 BRGERH A
CAPVAXIVE™ Merck Sharp & Dohme LLC

RlZ - &8
CAPVAXIVE [3EHAITH 5, 1EIDOHEIFZ0.5mL TH 5.
HEE - R

CAPVAXIVE [ZLA F & & 95,

o 18U L OFITIIT D MIRERA MIEA3, 6A, TF, 8, 9N, 10A, 11A, 12F, 15A, 15B,
15C. 16F, 17F, 19A, 20A. 22F, 23A. 23B. 24F. 31, 33F, K&UWBSBIZERKT 2N
RO T% BN & LI redhisk

o 18Ul EOFITIIT DMK EREE MIERI3, 6A, TF, 8. 9N, 10A, 11A, 12F, 15A, 15C,
16F, 17F, 19A, 20A. 22F, 23A, 23B. 24F, 31, 33F, K UWBSB 2K T 2 ik D TF5
ZHM & Lz ReBh s
RERE MG, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, 15C, 16F, 17F, 19A, 20A. 22F,

23A. 23B, 24F, 31. 33F, KUBSBITERKT DIHROTHICKT DEST, 47 Y = AbEETE
PE (OPA) 12X 0 JIE L7 i BIc S & | kR STz, ASE I O A&GRkRE 1T, MAEARER
TOWE EONFOMR L O ORERIKE L 72 555085 5,

A% -BAs
AN 5 2 &,

0.5mL ZH[EHEET 5 Z &,

CAPVAXIVE 1386 CHEANOI AN E 2T DR TH D, WM ORI LD /JRER G AL,
BT OIS AR RE R OB AN D HANE ) BRI L VERT 22 &, RiRWE X
AR R ONTZHSITERA LW & RANICERTAZ L,

=t

TS 1N

CAPVAXIVE XiZ¥V 77 VT FX VA ROWTNDOREIICKTHEET LILX =R (7F
T4 TFX—E) R LI ENDDE

FEREDEE
T LR — RGO

CAPVAXIVE DOEFEZIZHRBLT A AREMENH DT F 7 4 7% o — ST b0, BEbH
B2 IER A EETE D LI LRTHIER B 20,

T ERE DAL

08TJSM
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CIEIIHIIRIE 22 1 TV D 2 B mEie N A L L7235 Tld, CAPVAXIVE (ZxF7 5 & INE
ME T2 HEMERH 5,

BEER
1) EEARRERTORER
R RBRII SRS T CEB SN TV D7D, HD U7 F U OEKERBR TR b ZFEIK
ISORBLEIEZROD 7 F o DR TR LN BBLEIAS L EH#ELERET 52 L3 TET,
TR THRO DN RBEIE 2R L TWRWATEEEDR & 5,

CAPVAXIVE % $4ffi L 72 18~49i O ER E CThe b S HEE O @ 72 (10%8) FRICHE L
T2 RIES - VESBALIETR (73.1%) . 97 (36.0%) . HEJE (27.5%). AhPUR (16.4%) . VEEBAL
ALBE (13.8%) . IEHFALIER (13.3%)

CAPVAXIVE % $2Ff L 7-505% DL _E OB BRE Tl b S SEE DO @h - 72 (10%748) FRNCHE L
T2 RIS - VESTERAIIETRE (41.2%) . 257 (19.7%) . FE% (11.0%)

R ERER (2 36 1 2 2 xR

CAPVAXIVE DZ2aMEIL, 18~9TOMERE 2 xtge & U CREL BN, ROT 7 K THE
fiti S V724> DREFIRFRER GRBR1~4) TRl S 7z, 2 B4 DOFBRAL T, 4,5561511C CAPVAXIVE
L, 20210 I MY 7 F o2 LT, HE%30AAECEFY 7 F U AEEZHNT
REMEE=F ) 7 Llc, FANHE LIERENLORIBOS . B EORIRIS, K OERIRITHE
FE%1I~5H BIZOWTIEE L7, FRICHE SN TORWEEFEFEGIEERE% 1~30H HIZ DWW T
17, BEREESFS (SAE) L. 2 TCORBRTHEMO6» AR E CTIEE LT,

FRRERER 208 D N\ A E AR R

BAEZAL ST 7 F U B A ST T B O 2B T OFEHERIES3SE TH Y . i
572% To o7, NFZAIEL, HANT6.0%, BAXIZT 7V AFRT AV B AN102%, 77T N9.9%.
T AU B FAERILT 7 A FAER05%, B AR= w7 LT T v H20.6% Thoiz, V7 F L4
Tl 2 52 T To R DRI34% 75, iR BRI EIYE ISR T D U A7 RENZ E R B TWD,
ANCHUE L7 @MRE (T72206 ) FRA. B E, B 0RE, BHERE, wE 2 ETE
PERRE R, B 7L a— UE) 1oL EA LTV,

JHRERE T 7 F L R 720 18 L Lo

BERABRTH LB (NCT05425732) Tik, MiREKE T 7 F U BERRED 72 85 LA Eo
%ﬁ%’i’n‘ﬂﬁ]\ﬂ’b CAPVAXIVE (% Prevnar 20D HL[e4£FH 2 5 1T D BEIC IEAE 2 (281 0 110 7=,
CAPVAXIVE X% Prevnar 20D #1455 H ANICHATNICHE L 72RIBOG 3B L7, 18~495% D #¥
BrE DEIE OS50 Loy E DEIS 2 [F 1.6-21I~d, CAPVAXIVE B/E#% OFERNCHE L
TeRIBOGRIZ DWW TR, 18~495% OHRE CTITRIRIS ORI O FRAEIZ2 A TH Y | Ffe I
3ALINDORISIE81.3% T o7z, 50i% LA EOHERF TIEXRISIS OFfeHIF O REIZIA TH D |
Froe IR 233 B AN D i 1386.5% T o 72,

08TJSM
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R 1.6-2HRBRET I F UEEENLL 18~49 BB U 50 LU LDOHBRBEIZENTI I F %
1Btk 5 BURICEAICHE LERMERUVESEORIREHNRBO o -WERE — HBR1 (’RX

Table 1)
18~495% 507 LA b
CAPVAXIVE Prevnar 20 | CAPVAXIVE Prevnar 20
n (%) n (%) n (%) n (%)
LN DR S50 200 100 1177 1175
R AT O Bt TESE
R 143 (71.5) 74 (74.0) 464 (39.4) 607 (51.7)
o 3k 95 (47.5) 49 (49.0) 361 (30.7) 504 (42.9)
h W 46 (23.0) 25 (25.0) 102 (8.7) 102 (8.7)
HE 2 (1.0) 0 1(0.1) 1(0.1)
EEL 31 (15.5) 13 (13.0) 64 (5.4) 74 (6.3)F
B (<5.0cm) 23 (11.5) 10 (10.0) 51(4.3) 59 (5.0)
AR TR
(>5.0~<10.0 em) 7(3.5) 3(3.0) 10 (0.8) 12 (1.0
HE (>10.0 cm) 1(0.5) 0 2(0.2) 2(0.2)
R 28 (14.0) 14 (14.0) 71 (6.0 98 (8.3)
BE (<5.0cm) 20 (10.0) 9(9.0) 53 (4.5) 79 (6.7)
R R i
(>5.0~<10.0 em) 7(3.5) 5(5.0) 15 (1.3) 17 (1.4)
HE (>10.0 cm) 1(0.5) 0 3(0.3) 2(0.2)
L HPEORI R TESE
R 81 (40.5) 34 (34.0) 237 (20.1) 230 (19.6)
s 3k 50 (25.0) 21 (21.0) 167 (14.2) 153 (13.0)
W 29 (14.5) 11 (11.0) 70 (5.9) 72 (6.1)
HE 2 (1.0) 2(2.0) 0 5(0.4)
R 59 (29.5) 24 (24.0) 135 (11.5) 152 (12.9)
S 3k 44 (22.0) 17 (17.0) 102 (8.7) 106 (9.0)
= WA 14 (7.0) 7(7.0) 33 (2.8) 45 (3.8)
HE 1(0.5) 0 0 1(0.1)
R 33 (16.5) 14 (14.0) 70 (5.9) 79 (6.7)
. 3k 15(7.5) 9 (9.0) 40 (3.4) 42 (3.6
B P W 15 (7.5) 4 (4.0) 30 (2.5) 36 (3.1)
HE 3(1.5) 1 (1.0) 0 1(0.1)
>38.0°C (100.4°F) 7(3.5) 1 (1.0) 15 (1.3) 15 (1.3)
>38.0°C (100.4°F)~
e <38.5°C( (101.30%) 3(1.5) 0 7(0.6) 7(0.6)
>38.5°C (101.3°F)~
39.0°C (102.2°F) 2 (1.0) 0 6 (0.5) 5(0.4)
>39.0°C (102.2°F) 2 (1.0) 1 (1.0) 2(0.2) 3(0.3)

* BWEREIL, YT LT ROFNCIEFHZ STV 5,

T OFANCHUE U ORI BE RSO, SEATACIERR, 57, 5. ROWIPR X, #Ef%I~5H BIZ oW TIE L
77

T FHROEIEENKRE AR ORI 10 &2 5T,

§ AT, BEER1~5H BIZIE L7238.0°C (100.4°F) LI EORIRE & @ Lz, ElIGE, NIRRT — 2 0315 b o g skic &
ST D @ 18~495% : CAPVAXIVE, n=199. Prevnar 20, n=100, 505%LL - : CAPVAXIVE, n=1169. Prevnar 20, n=1170,
R JRENC R A R S22, PEE IRENC A KT, B AEIEEIN TE R0,

FBR2 (NCT05464420) Tlix, MRERE D 7 F L R D 72\ 18~495% D BRE 2 #LA AdL.
CAPVAXIVE X% PNEUMOVAX 23D Hi[r$2ff 2 5 1} D REICIEVEA 12 EI Y 117 72, CAPVAXIVE X
IZ PNEUMOVAX 23 D#fi1%5 H INICH RN HE L2 RBISUS IR EL LTz, 18~495& DO W ERE DE|

08TJSM
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BE[F 1631277,

& 1.6-3fiRBRET Y F UEHBEENGL 18~49 MOBEBREBEIZEVNTI Y FUoEER 5 BLUAIC
ERICHAELERAMMERVESHORIRIENED o -HEBRE — R 2 (JRX Table 2)

CAPVAXIVE PNEUMOVAX 23
n (%) n (%)
SE TN DR S50 1,616 541
R A O Bt TEEE
SN 1,184 (73.3) 328 (60.6)
o (3 759 (47.0) 234 (43.3)
P W 395 (24.4) 86 (15.9)
HE 30 (1.9) 8 (1.5)
SN 219 (13.6) 41 (7.6)
BRE (<5.0 cm) 143 (8.8) 30 (5.5)
FUBE s
(>5.0~<10.0 cm) 37 (3-3) 8(1.5)
HEE (>10.0 cm) 19 (1.2) 3(0.6)
SN 213 (13.2) 41 (7.6
BE (<5.0cm) 148 (9.2) 29 (5.4)
JiE R W
(>5.0~<10.0 cm) 55 (3.4) 10 (1.8)
EE (>10.0 cm) 10 (0.6) 2(0.4)
2 HPEORIRT T
SN 573 (35.5) 184 (34.0)
e 3k 338 (20.9) 119 (22.0)
% W 201 (12.4) 60 (11.1)
B 34 (2.1) 5(0.9)
RN 440 (27.2) 116 (21.4)
- (3 275 (17.0) 70 (12.9)
SR e 151 (9.3) 43 (7.9)
HE 14 (0.9) 3 (0.6)
£ 264 (16.3) 47 (8.7)
PR [958 146 (9.0) 33 (6.1)
B S 103 (6.4) 12(22)
HE 15(0.9) 2 (0.4)
>38.0°C (100.4°F) 48 (3.0 12 (2.2)
>38.0°C (100.4°F)~
— <38.5°C (101.3°F) 31(1.9) 40.7)
>38.5°C (101.3°F)~
<39.0°C (102.2°F) 110.7) 2(04)
>39.0°C (102.2°F) 6 (0.4) 6(1.1)

BB, AT HBITROBNCIERH S Tnw D,

TORRRTNSBUE U7 SR ERACRLBE, PEAHAAR . EFHMANENR, 55, S, KOWIRMIL, #R%I~5A Bi2o» T L

=

TORENE, A 1~5H BITINE L7238.0°C (100.4°F) L EOKIR L EFE L, ElAE, RET — 2 B3O a i &
STV % @ CAPVAXIVE, n=1,606, PNEUMOVAX 23, n=541,

WL TRENC SR AR S 72y, WEE IEENC KR A kT, EE - B ETEEIA TE R,

JRERE U 7 F MR B 5 5000 EooF

PR3 (NCT05420961) (Z1%. 1RBRBGRO1HELL ERNIRERE Y 7 F RN H 5 505 2L =
DR E 2T AT, WEERE VI REREE U 7 F LR I DWW T3 0D kR — O W hnic
FAAIL BT (78— F1:PNEUMOVAX 23, = 7~— h2:Prevnar 13, 2= 7~ — 3 :PNEUMOVAX 23

08TJSM
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DR ULATIZ Prevnar 13, PNEUMOVAX 23D #fE I IZ VAXNEUVANCE, X% VAXNEUVANCE
Hifh), 24— M OWERE X CAPVAXIVE XX VAXNEUVANCE % £/ 9" 2 BEIC MEAE4 125 0 fF
F. 3R — F2OWEBRE 1T CAPVAXIVE X% PNEUMOVAX 23 % 8R4~ 2 BRI BEVE 42 E] 0 £ 1),
a7k — h3DOWERE |ZIE CAPVAXIVE Z#:fE L7-, CAPVAXIVE TSI ROBR%S H LANIC
HANHE LIZRISOE DB LTS OB & 2[R 1.6-412787,

R 16-4MRBRETVY F UHEEBEENH S 50 U LDOHEEREICEWNTD I F U#1ER 5 BUAIC
EHICHAELERAMMER UV ESHORIRIENED o -#H8RE — B 3 (JRX Table 3)

aR— p1* aR— p2t a7R— 3t
CAPVAXIVE | VAXNEUVANCE | CAPVAXIVE | PNEUMOVAX 23 | CAPVAXIVE
n (%) n (%) n (%) n (%) n (%)
SE N DR E B0 230 117 174 85 105
E?ﬁ@@& o
RS 82 (35.7) 51 (43.6) 72 (41.4) 40 (47.1) 46 (43.8)
v (230 65 (28.3) 43 (36.8) 52 (29.9) 30 (35.3) 37 (35.2)
< HakE 16 (7.0) 8 (6.8) 20 (11.5) 10 (11.8) 9 (8.6)
B 1(0.4) 0 0 0 0
Ak 17 (7.4) 9(7.7) 13 (7.5) 8 (9.4) 8 (7.6)
%r;zzm()ss.o 10 (4.3) 6 (5.1) 5(2.9) 2(2.4) 4 (3.8)
J— W
AL (>5.0~ 5(2.2) 2(1.7) 6 (3.4) 6 (7.1) 3(2.9)
<10.0 cm)
irgcglo.o 2 (0.9) 1(0.9) 2(1.1) 0 1(1.0)
RS 19 (8.3) 10 (8.5) 8 (4.6) 14 (16.5) 11 (10.5)
%Ezzm()ss.o 15 (6.5) 9 (7.7) 6 (3.4) 7(8.2) 6 (5.7)
W
MR (>5.0~ 4(1.7) 1(0.9) 2(1.1) 7(8.2) 4 (3.8)
<10.0 cm)
ME (100 0 0 0 0 1(1.0)
cm)
%ﬁ’ﬁmﬁﬂﬁ B
RS 33 (14.3) 20 (17.1) 33 (19.0) 11 (12.9) 23 (21.9)
- (230 25(10.9) 11 (9.4) 24 (13.8) 6(7.1) 19 (18.1)
e W 8 (3.5) 9 (7.7) 8 (4.6) 5(5.9) 4(3.8)
HE 0 0 1 (0.6) 0 0
RS 16 (7.0) 11 (9.4) 18 (10.3) 10 (11.8) 9 (8.6)
S (230 10 (4.3) 9(7.7) 10 (5.7) 7(8.2) 9 (8.6)
R WA 5(22) 2(1.7) 8 (4.6) 3(3.5) 0
B 1(0.4) 0 0 0 0
SN 17 (7.4) 3(2.6) 17 (9.8) 8 (9.4) 9 (8.6)
5 e R 9 (3.9) 2(1.7) 7 (4.0) 4 (4.7) 7(6.7)
el WA 8 (3.5) 1(0.9) 9(5.2) 4 (4.7) 2 (1.9)
B 0 0 1(0.6) 0 0
>38.0°C
(100.4°F) 4(1.7) 3(2.6) 5(2.9) 1(1.2) 0
Se >38.0°C
(100.4°F)~
238.5°C 2 (0.9) 0 1(0.6) 0 0
(101.3°F)

08TJSM
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>38.5°C
(101.3°F)~

<39.0°C

(102.2°F)

2(0.9) 2(1.7) 2 (L.1) 1(1.2) 0

>39.0°C

(102.2°F) 0 1(0.9) 2(L.1) 0 0

* 78— k1 : PNEUMOVAX 23 O#FEREH

+ 78— b 2 : Prevnar 13 OFEFERESH 0

i =t7R— b3 : Prevnar 13+PNEUMOVAX 23 (n=45), VAXNEUVANCE+PNEUMOVAX 23 (n=5), PNEUMOVAX 23+
Prevnar 13 (n=54), VAXNEUVANCE (n=1), X (% Prevnar20 (n=0) OZFE[EH v

§ BHEREIL, YT LRI ROFNCIEFZ STV D,

o FRNCHE U7 iR SMATRLEE, AR . OISR, 57, SR, ROWIRR X, BRI ~5H BIZOWTRE L
71—,

#ORRENT. B 1~5H BICUUE L7-38.0°C (100.4°F) DL LEOIRIR & EF LT,

RIS IRENC SR A SR S Aoy S IRENC R AR, EE 0 BEIEEIN TE 20,

AN YT I F RGO 2N

B4 (NCT05526716) Tlk, FiRERE U 7 F BRI O B0 )b 59505 LA E O g %
#Ax AL, CAPVAXIVE L4fiA > 7m0 7 F o [44ff Fluzone (QIV)] % [RIFFEEFE L7230 H
BT TR BT A8 (RIS X QIV &7 IR A RFFEM L7-30H %I
CAPVAXIVE %489 50 (BKEE) (ITEMERIZHID 1T 72,

RERATITZ, FRICHE LT 2F RIS &Y CAPVAXIVE ESHEALICEBIT 5 ERICHE LT
JRPFTPERI RS D EEIS K OVESERE X, CAPVAXIVE & ARGk QIV O [FIFFAE & JE[FR 2R & T
IET‘EEEVG%O 71:’:0

HELAERR

RERI~42IK T, U7 FUBR%ELy HUNIC1I DL ED SAE Z8& LI-gig oE4
CAPVAXIVE % #fd L 725 Tl130.3% (n=14) . %%ﬁ%%&ﬁbk&%%fmawsmﬂ)f
Hot-, UIF o HME%eH AUNICI O LD SAE 284 L7t E OEl4 1L, CAPVAXIVE %
R L 7o R ClE1.4% (n=56) . FEHe IR 2 Bl L 72 R Cld2.0% (n=40) Th o7z, VI F
CHEREREM]ICIE. SAE (2B L CIE B~ &M I IABMEITFRD e h o7z, CAPVAXIVE D
PEFE % 52 T R 2B Y o F U BRI B E S 0 HIE ST SAE SEBL LT, 1B, T
F BRI 305 LNIC RS SR D AME T LV —US (7 b— F3, B BEE L, b9
Wzix, V7 F o 8E%6 B BICTERERIIEES (7 L— R4, BARD) BB L,
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
CAPVAXIVE safely and effectively. See full prescribing information
for CAPVAXIVE.

CAPVAXIVE™ (Pneumococcal 21-valent Conjugate Vaccine)
Injection, for intramuscular use
Initial U.S. Approval: 2024

INDICATIONS AND USAGE

CAPVAXIVE™ is a vaccine indicated for:

e  active immunization for the prevention of invasive disease caused
by Streptococcus pneumoniae serotypes 3, 6A, 7F, 8, 9N, 10A,
11A, 12F, 15A, 15B, 15C, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F,
31, 33F, and 35B in individuals 18 years of age and older. (1)

e  active immunization for the prevention of pneumonia caused by
S. pneumoniae serotypes 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A,
15C, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31, 33F, and 35B in
individuals 18 years of age and older. (1)

The indication for the prevention of pneumonia caused by
S. pneumoniae serotypes 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, 15C,
16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31, 33F, and 35B is approved
under accelerated approval based on immune responses as measured
by opsonophagocytic activity (OPA). Continued approval for this
indication may be contingent upon verification and description of clinical
benefit in a confirmatory trial. (1)

----------------------- DOSAGE AND ADMINISTRATION ------=--==n=mmmmeeem
For intramuscular use.
o Administer a single 0.5 mL dose. (2.1)

CAPVAXIVE is an injection. A single dose is 0.5 mL. (3)

CONTRAINDICATIONS

Severe allergic reaction (e.g., anaphylaxis) to any component of
CAPVAXIVE or to diphtheria toxoid. (4)

ADVERSE REACTIONS

The most commonly reported (>10%) solicited adverse reactions:

. in individuals 18 through 49 years of age were: injection-site pain
(73.1%), fatigue (36.0%), headache (27.5%), myalgia (16.4%),
injection-site erythema (13.8%), and injection-site swelling
(13.3%). (6.1)

. in individuals 50 years of age and older were: injection-site pain
(41.2%), fatigue (19.7%), and headache (11.0%). (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Merck
Sharp & Dohme LLC at 1-877-888-4231 or VAERS at 1-800-822-7967
or www.vaers.hhs.qov .

See 17 for PATIENT COUNSELING INFORMATION and FDA-
approved patient labeling.

Revised: 06/2024
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FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE

CAPVAXIVE™ is indicated for:

e active immunization for the prevention of invasive disease caused by Streptococcus pneumoniae
serotypes 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, 15B, 15C, 16F, 17F, 19A, 20A, 22F, 23A, 23B,
24F, 31, 33F, and 35B in individuals 18 years of age and older.

e active immunization for the prevention of pneumonia caused by S. pneumoniae serotypes 3, 6A,
7F, 8, 9N, 10A, 11A, 12F, 15A, 15C, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31, 33F, and 35B in
individuals 18 years of age and older.

The indication for the prevention of pneumonia caused by S. pneumoniae serotypes 3, 6A, 7F, 8, 9N, 10A,
11A, 12F, 15A, 15C, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31, 33F, and 35B is approved under
accelerated approval based on immune responses as measured by opsonophagocytic activity (OPA) [see
Clinical Studies (14.1)]. Continued approval for this indication may be contingent upon verification and
description of clinical benefit in a confirmatory trial.

2 DOSAGE AND ADMINISTRATION
For intramuscular use.

2.1 Dosage
Administer a single 0.5 mL dose.

2.2 Administration

CAPVAXIVE is a colorless, clear to opalescent solution. Parenteral drug products should be inspected
visually for particulate matter and discoloration prior to administration, whenever solution and container
permit. Do not use if particulate matter or discoloration is observed. Administer intramuscularly.

3 DOSAGE FORMS AND STRENGTHS
CAPVAXIVE is an injection. A single dose is 0.5 mL.
4 CONTRAINDICATIONS

Do not administer CAPVAXIVE to individuals with a history of a severe allergic reaction (e.g., anaphylaxis)
to any component of CAPVAXIVE or to diphtheria toxoid. [See Description (11).]

5 WARNINGS AND PRECAUTIONS

5.1 Management of Allergic Reactions
Appropriate medical treatment must be immediately available to manage potential anaphylactic reactions
following administration of CAPVAXIVE.

5.2 Altered Immunocompetence
Individuals with altered immunocompetence, including those receiving immunosuppressive therapy, may
have a reduced immune response to CAPVAXIVE.

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in
the clinical trials of a vaccine cannot be directly compared to rates in the clinical trials of another vaccine
and may not reflect the rates observed in practice.

The most commonly reported (>10%) solicited adverse reactions in individuals 18 through 49 years of age
who received CAPVAXIVE were: injection-site pain (73.1%), fatigue (36.0%), headache (27.5%), myalgia
(16.4%), injection-site erythema (13.8%), and injection-site swelling (13.3%).

The most commonly reported (>10%) solicited adverse reactions in individuals 50 years of age and older
who received CAPVAXIVE were: injection-site pain (41.2%), fatigue (19.7%), and headache (11.0%).
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Safety Assessment in Clinical Studies

The safety of CAPVAXIVE was assessed in four clinical studies (Studies 1-4) conducted across the
Americas, Europe, and Asia Pacific, which included individuals ranging in age from 18 to 97 years. Across
all 4 studies, 4,556 individuals received CAPVAXIVE and 2,021 individuals received an active comparator
vaccine. Safety was monitored using an electronic Vaccination Report Card for 30 days postvaccination.
Injection-site adverse reactions, systemic adverse reactions, and body temperature were solicited Day 1
through Day 5 postvaccination. Unsolicited adverse events were reported Day 1 through Day 30
postvaccination. Serious adverse events (SAEs) were reported through 6 months postvaccination in all
studies.

Demographics of Individuals in Clinical Studies

Across all studies, the mean age of the individuals who were randomized and vaccinated was 53.5 years,
and 57.2% were female. The racial distribution was as follows: 76.0% were White, 10.2% were Black or
African American, 9.9% were Asian, and 0.5% were American Indian or Alaska Native; 20.6% were of
Hispanic or Latino ethnicity. Approximately 34% of vaccinated individuals had one or more prespecified
chronic medical conditions known to increase the risk of pneumococcal disease (i.e., diabetes, renal
disorders, chronic heart disease, chronic liver disease, chronic lung disease including asthma, smoking,
alcoholism).

Pneumococcal Vaccine-Naive Individuals 18 years of Age and Older

In a double-blind study, Study 1 (NCT05425732), individuals 18 years of age and older who had not
previously received a pneumococcal vaccine were enrolled and randomized to receive a single dose of
CAPVAXIVE or Prevnar 20. The percentage of individuals 18 through 49 years of age and 50 years of age
and older who reported solicited adverse reactions that occurred within 5 days postvaccination of
CAPVAXIVE or Prevnar 20 is shown in Table 1. Solicited adverse reactions following administration of
CAPVAXIVE lasted a median of 2 days with 81.3% of reactions lasting <3 days for individuals 18 through
49 years of age and a median of 1 day with 86.5% of reactions lasting <3 days for individuals 50 years of
age and older.
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Table 1: Individuals With Solicited Local and Systemic Adverse Reactions Within 5 Days Postvaccination in
Pneumococcal Vaccine-Naive Individuals 18 through 49 Years of Age and 50 Years of Age and Older — Study

1
18 through 49 Years of Age 50 Years of Age and older
CAPVAXIVE Prevnar 20 CAPVAXIVE Prevnar 20
n (%) n (%) n (%) n (%)
Individuals in population* 200 100 1177 1175
Local adverse s .
reactions’ everity
Any 143 (71.5) 74 (74.0) 464 (39.4) 607 (51.7)
Pain Mild 95 (47.5) 49 (49.0) 361 (30.7) 504 (42.9)
Moderate 46 (23.0) 25 (25.0) 102 (8.7) 102 (8.7)
Severe 2(1.0) 0 1(0.1) 1(0.1)
Any 31 (15.5) 13 (13.0) 64 (5.4)* 74 (6.3)%
Mild (5.0 cm) 23 (11.5) 10 (10.0) 51 (4.3) 59 (5.0)
Erythema Moderate (>5.0 to
<10.0 cm) 7 (3.5) 3(3.0) 10 (0.8) 12 (1.0)
Severe (>10.0 cm) 1(0.5) 0 2(0.2) 2 (0.2)
Any 28 (14.0) 14 (14.0) 71(6.0) 98 (8.3)
Mild (5.0 cm) 20 (10.0) 9(9.0) 53 (4.5) 79 (6.7)
Swelling Moderate (>5.0 to 7 (3.5) 5(5.0) 15 (1.3) 17 (1.4)
<£10.0cm)
Severe (>10.0 cm) 1(0.5) 0 3(0.3) 2(0.2)
Systemic adverse Severit
reactions’ y
Any 81 (40.5) 34 (34.0) 237 (20.1) 230 (19.6)
Fatigue Mild 50 (25.0) 21(21.0) 167 (14.2) 153 (13.0)
Moderate 29 (14.5) 11 (11.0) 70 (5.9) 72 (6.1)
Severe 2(1.0) 2(2.0) 0 5(0.4)
Any 59 (29.5) 24 (24.0) 135 (11.5) 152 (12.9)
Mild 44 (22.0) 17 (17.0) 102 (8.7) 106 (9.0)
Headache Moderate 14 (7.0) 7(7.0) 33 (2.8) 45 (3.8)
Severe 1(0.5) 0 0 1(0.1)
Any 33 (16.5) 14 (14.0) 70 (5.9) 79 (6.7)
Mvalaia Mild 15 (7.5) 9 (9.0) 40 (3.4) 42 (3.6)
valg Moderate 15 (7.5) 4 (4.0) 30 (2.5) 36 (3.1)
Severe 3(1.5) 1(1.0) 0 1(0.1)
238.0°C (100.4°F) 7 (3.5) 1(1.0) 15 (1.3) 15 (1.3)
>38.0°C (100.4°F)
to <38.5°C 3(1.5) 0 7 (0.6) 7 (0.6)
Pyrexia$ (101.3°F)
>38.5°C (101.3°F)
to <39.0°C 2(1.0) 0 6 (0.5) 5(0.4)
(102.2°F)
239.0°C (102.2°F) 2(1.0) 1(1.0) 2(0.2) 3(0.3)

* Every individual is counted a single time for each applicable row and column.
T Injection-site erythema, injection-site pain, injection-site swelling, fatigue, headache, and myalgia were solicited from Day 1
through Day 5 postvaccination.

¥ Includes one individual with an event of missing / unknown intensity.

§ Pyrexia was defined as temperature 238.0°C (100.4°F) solicited from Day 1 through Day 5 postvaccination. Percentages are
based on the number of individuals with temperature data: 18 through 49 years of age: CAPVAXIVE, n=199, Prevnar 20, n=100. 50
years of age and older: CAPVAXIVE, n=1169, Prevnar 20, n=1170.

Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity.

In Study 2 (NCT05464420), individuals 18 through 49 years of age who had not previously received a
pneumococcal vaccine were enrolled and randomized to receive a single dose of CAPVAXIVE or
PNEUMOVAX 23. The percentage of individuals 18 through 49 years of age with solicited adverse reactions
that occurred within 5 days postvaccination of CAPVAXIVE or PNEUMOVAX 23 is shown in Table 2.
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Table 2: Individuals with Solicited Local and Systemic Adverse Reactions Within 5 Days Postvaccination in
Pneumococcal Vaccine-Naive Individuals 18 through 49 Years of Age — Study 2

CAPVAXIVE PNEUMOVAX 23
n (%) n (%)
Individuals in population* 1,616 541
Local adverse .
reactions’ Severity
Any 1,184 (73.3) 328 (60.6)
Pain Mild 759 (47.0) 234 (43.3)
Moderate 395 (24.4) 86 (15.9)
Severe 30 (1.9) 8 (1.5)
Any 219 (13.6) 41 (7.6)
Mild (5.0 cm) 143 (8.8) 30 (5.5)
Erythema Moderate (>5.0 to <10.0 57 (3.5) 8 (1.5)
cm) ) '
Severe (>10.0 cm) 19 (1.2) 3(0.6)
Any 213 (13.2) 41 (7.6)
Mild (5.0 cm) 148 (9.2) 29 (564)
Swelling Moderate (>5.0 to <10.0 55 (3.4) 10 (1.8)
cm) ) )
Severe (>10.0 cm) 10 (0.6) 2(0.4)
Systemic adverse Severity
reactions’
Any 573 (35.5) 184 (34.0)
Fatigue Mild 338 (20.9) 119 (22.0)
Moderate 201 (12.4) 60 (11.1)
Severe 34 (2.1) 5(0.9)
Any 440 (27.2) 116 (21.4)
Mild 275 (17.0) 70 (12.9)
Headache Moderate 151 (9.3) 43 (7.9)
Severe 14 (0.9) 3(0.6)
Any 264 (16.3) 47 (8.7)
Myalgia Mild 146 (9.0) 33 (6.1)
Moderate 103 (6.4) 12 (2.2)
Severe 15 (0.9) 2(0.4)
238.0°C (100.4°F) 48 (3.0) 12 (2.2)
238.0°C (100.4°F) to
—
238.5° .3°F) to
<39.0°C (102.2°F) 11(07) 2(0.4)
239.0°C (102.2°F) 6 (0.4) 6(1.1)

* Every individual is counted a single time for each applicable row and column.

T Injection-site erythema, injection-site pain, injection-site swelling, fatigue, headache, and myalgia were solicited from Day 1
through Day 5 postvaccination.

¥ Pyrexia was defined as temperature >38.0°C (100.4°F) solicited from Day 1 through Day 5 postvaccination. Percentages are
based on the number of individuals with temperature data: CAPVAXIVE, n=1,606; PNEUMOVAX 23, n=541.

Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity

Individuals 50 Years of Age and Older Who Previously Received Pneumococcal Vaccines

Study 3 (NCT05420961) enrolled individuals 50 years of age and older who had previously received a
pneumococcal vaccine at least 1 year prior to enrollment. Participants were enrolled into 1 of 3 cohorts
based on their pneumococcal vaccination history (cohort 1: PNEUMOVAX 23, cohort 2: Prevnar 13, or
cohort 3: PNEUMOVAX 23 followed by or preceded by Prevnar 13, PNEUMOVAX 23 preceded by
VAXNEUVANCE, or VAXNEUVANCE alone). Participants in cohort 1 were randomized to receive
CAPVAXIVE or VAXNEUVANCE, participants in cohort 2 were randomized to receive CAPVAXIVE or
PNEUMOVAX 23, and participants in cohort 3 received CAPVAXIVE. The percentage of individuals with
solicited adverse reactions that occurred within 5 days postvaccination of CAPVAXIVE or active comparator
is shown in Table 3.
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Table 3: Individuals with Solicited Local and Systemic Adverse Reactions Within 5 Days Postvaccination in

Individuals 50 Years of Age and Older with Prior Pneumococcal Vaccination — Study 3

Cohort 1* Cohort 21 Cohort 3*
CAPVAXIVE | VAXNEUVANCE | CAPVAXIVE PNEU;"??VAX CAPVAXIVE
n (%) n (%) n (%) n (%) n (%)
Individuals in population$ 230 117 174 85 105
Local adverse .
reactions' Severity
Any 82 (35.7) 51 (43.6) 72 (41.4) 40 (47.1) 46 (43.8)
Pain Mild 65 (28.3) 43 (36.8) 52 (29.9) 30 (35.3) 37(35.2)
Moderate 16 (7.0) 8 (6.8) 20 (11.5) 10 (11.8) 9 (8.6)
Severe 1(0.4) 0 0 0 0
Any 17 (7.4) 9(7.7) 13 (7.5) 8 (9.4) 8 (7.6)
Mild (5.0 cm) 10 (4.3) 6 (5.1) 5(2.9) 2(2.4) 4 (3.8)
Erythema Moderate (>5.0 to 5(2.2) 2(1.7) 6 (3.4) 6 (7.1) 3(2.9)
<10.0 cm)
Severe (>10.0 cm) 2(0.9) 1(0.9) 2(1.1) 0 1(1.0)
Any 19 (8.3) 10 (8.5) 8 (4.6) 14 (16.5) 11 (10.5)
Mild (5.0 cm) 15 (6.5) 9(7.7) 6 (3.4) 7(8.2) 6 (5.7)
Swelling Moderate (>5.0 to 4(1.7) 1(0.9) 2(1.1) 7(8.2) 4 (3.8)
<10.0 cm)
Severe (>10.0 cm) 0 0 0 0 1(1.0)
Systemic
adverse Severity
reactions’
Any 33 (14.3) 20 (17.1) 33(19.0) 11.(12.9) 23 (21.9)
Fatigue Mild 25 (10.9) 11 (9.4) 24 (13.8) 6 (71) 19 (18.1)
Moderate 8 (3.5) 9(7.7) 8 (4.6) 5 (5.9) 4 (3.8)
Severe 0 0 1(0.6) 0 0
Any 16 (7.0) 11(9.4) 18 (10.3) 10 (11.8) 9 (8.6)
Mild 10 (4.3) 9(7.7) 10 (5.7) 7(8.2) 9 (8.6)
Headache Moderate 5(2.2) 2(1.7) 8 (4.6) 3 (3.5) 0
Severe 1(0.4) 0 0 0 0
Any 17 (7.4) 3(2.6) 17 (9.8) 8 (9.4) 9 (8.6)
Mvaldia Mild 9 (3.9) 2(1.7) 7 (4.0) 4 (4.7) 7 (6.7)
yaig Moderate 8 (3.5) 1(0.9) 9(5.2) 4(4.7) 2(1.9)
Severe 0 0 1(0.6) 0 0
238.0°C (100.4°F) 4(1.7) 3(2.6) 5(2.9) 1(1.2) 0
238.0°C (100.4°F) to
_ 238.5°C (101 3°F) 2(0.9) 0 1(0.6) 0 0
Pyrexia® =38.5°C (101.3°F) to > 0.5 > (17 > 11 12 0
<39.0°C (102.2°F) (09) (1.7) (1.1) (12)
>39.0°C (102.2°F) 0 1(0.9) 2(1.1) 0 0

* Cohort 1 prior vaccination with PNEUMOVAX 23

T Cohort 2 prior vaccination with Prevnar 13

* Cohort 3 prior vaccination with Prevnar 13+PNEUMOVAX 23 (n=45), or VAXNEUVANCE+PNEUMOVAX 23 (n=5), or
PNEUMOVAX 23+Prevnar 13 (n=54), or VAXNEUVANCE (n=1) or Prevnar 20 (n=0)

§ Every individual is counted a single time for each applicable row and for each column.

T Injection-site erythema, injection-site pain, injection-site swelling, fatigue, headache, and myalgia were solicited from Day 1 through
Day 5 postvaccination.

# Pyrexia was defined as temperature 238.0°C (100.4°F) solicited from Day 1 through Day 5 postvaccination.

Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity

Safety with Concomitant Influenza Vaccine Administration

In Study 4 (NCT05526716), individuals 50 years of age and older with or without a history of prior
pneumococcal vaccination were enrolled and randomized to receive either CAPVAXIVE and quadrivalent
influenza vaccine [Fluzone Quadrivalent, (QIV)] concomitantly followed by placebo 30 days later
(concomitant group), or QIV and placebo concomitantly followed by CAPVAXIVE 30 days later (sequential

group).
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In Study 4, the rates and severity of solicited systemic adverse reactions and solicited local adverse
reactions at the CAPVAXIVE injection site were similar when CAPVAXIVE was administered with or without
inactivated QIV.

Serious Adverse Events

Across studies 1-4, the proportion of individuals reporting 1 or more SAEs within 1-month postvaccination
was 0.3% in individuals vaccinated with CAPVAXIVE (n=14) and 0.3% in individuals vaccinated with an
active comparator (n=7). The proportion of individuals reporting 1 or more SAEs within 6 months
postvaccination was 1.4% in individuals vaccinated with CAPVAXIVE (n=56) and 2.0% in individuals
vaccinated with an active comparator (n=40). There were no notable patterns or imbalances between
vaccine groups for SAEs. Two individuals who received CAPVAXIVE had SAEs considered related to
vaccination. One individual experienced an acute allergic reaction of bronchospasm (Grade 3, required
medical intervention) which occurred within 30 minutes postvaccination; one individual experienced
injection-site cellulitis (Grade 4, required hospitalization) on Day 6 postvaccination.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. In the U.S. general
population, the estimated background risk of major birth defects and miscarriage in clinically recognized
pregnancies is 2 to 4% and 15 to 20%, respectively.

There are no adequate and well-controlled studies of CAPVAXIVE in pregnant individuals. Data on
CAPVAXIVE administered to pregnant individuals are insufficient to inform vaccine-associated risks in
pregnancy.

A developmental toxicity study has been performed in female rats administered 0.25 mL of a conjugated
polysaccharide vaccine formulation on four occasions: twice prior to mating, once during gestation, and
once during lactation. This study revealed no adverse effects on fetal or preweaning development. [see
Animal Data below].

Data

Animal Data

In a developmental toxicity study, female rats were administered 0.25 mL of a conjugated polysaccharide
vaccine formulation containing the same conjugated polysaccharides as in CAPVAXIVE. Animals received
42 mcg polysaccharide per dose (a full human dose of CAPVAXIVE contains 84 mcg polysaccharide/dose)
by intramuscular injection on four occasions: 28 and 7 days prior to mating, on gestation day 6, and on
lactation day 7. There were no embryofetal deaths or fetal malformations, and no adverse effects on female
fertility and preweaning development were observed.

8.2 Lactation

Risk Summary

Human data are not available to assess the impact of CAPVAXIVE on milk production, its presence in
breast milk, or its effects on the breastfed child. The developmental and health benefits of breastfeeding
should be considered along with the mother’s clinical need for CAPVAXIVE and any potential adverse
effects on the breastfed child from CAPVAXIVE or from the underlying maternal condition. For preventive
vaccines, the underlying condition is susceptibility to disease prevented by the vaccine.

8.4 Pediatric Use
The safety and effectiveness of CAPVAXIVE in individuals younger than 18 years of age have not been
established.

8.5 Geriatric Use

Across studies 1-4, of the 4,556 individuals who received CAPVAXIVE, 1,487 individuals (32.6%) were
65 years of age and older, and 339 individuals (7.4%) were 75 years of age and older. In Study 1, of the
1,379 individuals who received CAPVAXIVE, 590 individuals (42.8%) were 65 years of age and older, and
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126 individuals (9.1%) were 75 years of age and older. No clinically meaningful differences in safety of
CAPVAXIVE were observed between these individuals and individuals less than 65 years of age. The
opsonophagocytic activity (OPA) responses in individuals 65 years of age and older were generally lower
than those observed in individuals less than 65 years of age.

11 DESCRIPTION

CAPVAXIVE (Pneumococcal 21-valent Conjugate Vaccine) is an injection for intramuscular use.
CAPVAXIVE is a sterile solution of purified capsular polysaccharides from S. pneumoniae serotypes 3, 6A,
7F, 8, 9N, 10A, 11A, 12F, 15A, 15B (de-O-acetylated prior to conjugation), 16F, 17F, 19A, 20A, 22F, 23A,
23B, 24F, 31, 33F, and 35B individually conjugated to CRM197 carrier protein. CRM197 is a nontoxic
mutant of diphtheria toxin (originating from Corynebacterium diphtheriae C7) expressed recombinantly in
Pseudomonas fluorescens.

Each S. pneumoniae serotype is grown separately in media containing yeast extract, dextrose, salts, and
soy peptone. The pneumococcal bacteria are inactivated after growth by addition of phenol to the culture
media. Subsequently, each polysaccharide is purified to produce a powder using a series of chemical and
physical methods. Serotype 15B polysaccharide is de-O-acetylated (deOAc 15B). The purified
polysaccharides are chemically activated. Recombinant P. fluorescens expressing CRM197 is grown in a
glycerol-based, chemically-defined salt medium. The CRM197 is then purified by chromatography and
ultrafiltration. Each polysaccharide is individually conjugated to CRM197 carrier protein to create 21
individual conjugates. The final vaccine is prepared by blending the 21 conjugated polysaccharides in a
final buffer containing histidine, polysorbate 20, and sodium chloride.

Each 0.5 mL dose contains a total of 84 mcg of pneumococcal polysaccharide antigen (4 mcg each of
polysaccharide serotypes 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, 15B (deOAc 15B), 16F, 17F, 19A, 20A,
22F, 23A, 23B, 24F, 31, 33F, and 35B) conjugated to approximately 65 mcg of CRM197 carrier protein,
1.55 mg L-histidine, 0.50 mg of polysorbate 20, 4.49 mg sodium chloride, and water for injection.

CAPVAXIVE does not contain any preservatives.
12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

Protection against invasive pneumococcal disease is conferred mainly by opsonophagocytic killing of
S. pneumoniae. CAPVAXIVE induces OPA against 22 S. pneumoniae serotypes. The de-O-acetylated
polysaccharide from serotype 15B has a molecular structure similar to the polysaccharide from serotype
15C and induces OPA to serotype 15C. The deOAc15B also induces cross-reactive OPA against serotype
15B. An OPA titer that is predictive of protection against invasive pneumococcal disease or pneumococcal
pneumonia has not been established.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
CAPVAXIVE has not been evaluated for carcinogenic or mutagenic potential or for impairment of male
fertility in animals.

14 CLINICAL STUDIES

For studies 1-4, immunogenicity was assessed by serotype-specific opsonophagocytic activity (OPA)
responses at 1-month postvaccination. The primary immunogenicity endpoints included OPA geometric
mean titers (GMTs) and the proportion of individuals who achieved 24-fold rise in OPA responses from
prevaccination to 1-month postvaccination.

14.1 Individuals 18 years of age and older

The effectiveness of CAPVAXIVE in individuals 18 years of age and older for the prevention of invasive
disease caused by S. pneumoniae serotypes 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, 15B, 15C, 16F, 17F,
19A, 20A, 22F, 23A, 23B, 24F, 31, 33F and 35B and for the prevention of pneumonia caused by
S. pneumoniae serotypes 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, 15C, 16F, 17F, 19A, 20A, 22F, 23A, 23B,
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24F, 31, 33F, and 35B was demonstrated based on comparative immunogenicity to a licensed
pneumococcal vaccine (Prevnar 20).

Pneumococcal Vaccine-Naive Individuals 50 years of age and older
In Study 1, 2,362 pneumococcal vaccine-naive individuals 50 years of age and older were randomized to
receive either CAPVAXIVE or Prevnar 20. [see Adverse Reactions (6.1).]

Table 4 summarizes the 21 serotype-specific OPA geometric mean antibody titers (GMTs) at 30 days
postvaccination. The study demonstrated that CAPVAXIVE is noninferior to Prevnar 20 for the 10 shared
serotype polysaccharides and induces statistically significantly greater OPA GMTs compared to Prevnar 20
for 10 of 11 serotype polysaccharides unique to CAPVAXIVE. Serotype 15C did not meet the criterion for
statistical significance.

Table 5 summarizes the proportion of individuals who achieved a 24-fold rise from prevaccination to 1-
month postvaccination for OPA responses. For 10 of 11 serotype polysaccharides unique to CAPVAXIVE,
CAPVAXIVE induced statistically significantly greater OPA responses compared to Prevnar 20. Serotype
15C did not meet the criterion for statistical significance.

Table 4: Serotype-Specific OPA GMTs in Pneumococcal Vaccine-Naive Individuals 50 Years of Age and Older

(Study 1)
Pnesumococcal CAPVAXIVE Prevnar 20 © APVE)'ZI'\IET;::V"M 20)
erotype (N =1179) (N =1177) (95% Cl)*
n | emT* n | GmMT*
10 Common Serotypes’

3 1154 274.0 1161 176.7 1.55 (1.40, 1.72)
6A 1148 2302.0 1153 2972.5 0.77 (0.68, 0.88)
7F 1152 3637.4 1158 3429.9 1.06 (0.95, 1.18)

8 1155 2501.3 1158 1811.1 1.38 (1.25, 1.53)
10A 1161 3893.4 1159 4678.0 0.83 (0.75, 0.93)
11A 1145 3232.6 1150 2092.8 1.54 (1.39, 1.72)
12F 1160 2641.2 1161 2499.6 1.06 (0.92, 1.21)
19A 1159 2136.1 1162 2817.8 0.76 (0.69, 0.84)
22F 1147 3874.5 1154 4770.1 0.81 (0.72, 0.92)
33F 1154 13558.9 1157 117421 1.15(1.01, 1.32)

11 Serotypes Unique to
CAPVAXIVE *

9N 1147 7470.7 1150 1640.4 455 (4.12,5.04)
15A 1107 5237.2 1102 1589.0 3.30 (2.91, 3.74)
15C 1153 4216.2 1158 2072.3 2.03 (1.77,2.34)
16F 1151 4868.2 1153 846.3 5.75 (5.16, 6.41)
17F 1148 7764.9 1156 460.4 16.86 (14.90, 19.09)
20A 1161 6099.2 1155 631.1 9.66 (8.66, 10.79)
23A 1132 3737.2 1104 461.5 8.10 (6.86, 9.55)
23B 1160 1082.5 1160 107.3 10.09 (8.48, 12.00)
24F 1153 2728.6 1130 70.5 38.71 (33.87, 44.25)
31 1153 31325 1154 144.4 21.69 (18.68, 25.18)
35B 1153 8527.8 1159 1383.0 6.17 (5.59, 6.80)

* GMTs, GMT ratio, and 95% CI were estimated from a constrained Longitudinal Data Analysis model.

T Non-inferiority for the serotypes common to CAPVAXIVE and Prevnar 20 was based on the lower bound of the 2-sided 95% ClI
for the estimated GMT ratio (CAPVAXIVE/Prevnar 20) being >0.5.

* Statistically significantly greater OPA responses for the serotypes unique to CAPVAXIVE compared to Prevnar 20 were based
on the lower bound of the 2-sided 95% ClI for the estimated GMT ratio (CAPVAXIVE/Prevnar 20) being >2.0.

N=Number of individuals randomized and vaccinated; n=Number of individuals contributing to the analysis.

08M659 9



Table 5: Pneumococcal Vaccine-Naive Individuals 50 years of Age and Older With a 24-Fold Rise in OPA
Responses for Serotypes Unique to CAPVAXIVE (Study 1)

CAPVAXIVE Prevnar 20 Percentage Point Difference
Pneumococcal (N=1179) (N=1177) (CAPVAXIVE — Prevnar 20)
Serotype Observed Response Observed Response
Percentage (m/n) Percentage (m/n) Estimate (95% CI)**
9N 64.7 (595/920) 19.9 (195/978) 44.7 (40.7, 48.6)
15A 66.7 (462/693) 35.8 (253/706) 30.9 (25.8, 35.8)
15C 83.4 (794/952) 74.2 (695/937) 9.2 (5.6,12.9)
16F 71.9 (654/910) 20.8 (200/961) 51.1 (471, 54.9)
17F 75.8 (653/862) 9.5 (90/952) 66.3 (62.8, 69.6)
20A 67.3 (675/1003) 9.6 (97/1011) 57.7 (54.2,61.1)
23A 78.9 (598/758) 36.8 (270/734) 42.2 (37.6, 46.6)
23B 85.5 (873/1021) 49.6 (506/1021) 35.9 (32.1, 39.6)
24F 80.5 (745/925) 6.3 (55/872) 742 (71.1,771)
31 76.5 (698/912) 17.9 (171/954) 58.6 (54.8, 62.1)
35B 60.0 (550/917) 6.8 (67/988) 53.2 (49.6, 56.6)

* Estimated difference and Cl were based on the stratified Miettinen & Nurminen method.

T Statistically significantly greater OPA responses were based on the lower bound of the 2-sided 95% ClI of the differences
(CAPVAXIVE — Prevnar 20) between the percentages of individuals with a 24-fold rise from prevaccination to 1-month
postvaccination being >10 percentage points.

N=Number of individuals randomized and vaccinated; m=Number of individuals with the indicated response; n=Number of
individuals contributing to the analysis

In Study 1, 64.7% of individuals 50 years of age and older, who received CAPVAXIVE, had 24-fold rise in
cross-reactive OPA titers for serotype 15B, which met the prespecified success criterion (lower bound of
the 2-sided 95% CI of the proportion of individuals with a =4-fold rise in OPA responses is >50%). In a
descriptive analysis, the S. pneumoniae serotype 15B OPA GMT was 4,400.6 following administration of
CAPVAXIVE, and 4,640.0 following administration of Prevnar 20, with a GMT ratio of 0.95 (95% CI: 0.84,
1.07).

Pneumococcal Vaccine-Naive Individuals 18 through 49 Years of Age
In Study 1, pneumococcal vaccine-naive individuals 18 through 49 years of age were randomized in a 2:1
ratio to receive CAPVAXIVE or Prevnar 20. [See Adverse Reactions (6.1).]

Effectiveness of CAPVAXIVE in individuals 18 through 49 years of age was assessed by a comparison of
the OPA responses induced by CAPVAXIVE in this age group to the OPA responses of individuals 50
through 64 years of age. The OPA responses of individuals 18 through 49 years of age to each of 22
S. pneumoniae serotypes met the criteria for immunobridging as the lower bound of the 2-sided 95% CI for
the GMT ratio for each serotype was >0.5 (see Table 6). The S. pneumoniae serotype 15B cross-reactive
OPA GMT was 10,976.7 following administration of CAPVAXIVE in individuals 18 through 49 years of age
and 5,438.9 following administration of CAPVAXIVE in individuals 50 through 64 years of age, with a GMT
ratio of 2.02 (95% ClI: 1.57, 2.60).
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Table 6: Comparison of Serotype-Specific OPA GMTs in Pneumococcal Vaccine-Naive Individuals 18 through
49 Years of Age to 50 through 64 Years of Age Who Received CAPVAXIVE (Study 1)

GMT Ratio*,t
(18 through 49 years / 50
Pneumococcal 18 through 49 years 50 through 64 years through 64 years)
Serotype (N = 200) (N = 589) (95% CI)*
n GMT* n GMT

3 194 308.6 572 282.7 1.09 (0.90, 1.33)
6A 196 5289.6 569 2572.9 2.06 (1.61, 2.62)
7F 198 6447.2 571 4278.8 1.51 (1.23, 1.84)

8 197 4516.0 571 3004.7 1.50 (1.26, 1.79)
9N 197 17283.2 570 8791.4 1.97 (1.59, 2.43)
10A 197 6808.1 575 4382.6 1.55 (1.26, 1.92)
11A 196 5871.6 564 3785.8 1.55 (1.26, 1.91)
12F 196 6150.4 574 3561.2 1.73 (1.37, 2.17)
15A 184 11319.2 550 5901.2 1.92 (1.55, 2.37)
15C 195 10194.0 570 5708.0 1.79 (1.36, 2.35)
16F 193 8877.0 571 5720.0 1.55 (1.26, 1.91)
17F 194 16070.6 568 10068.0 1.60 (1.26, 2.02)
19A 198 2773.2 574 2374.6 1.17 (0.97, 1.40)
20A 197 13150.0 575 7562.7 1.74 (1.39, 2.18)
22F 198 9299.6 568 4683.6 1.99 (1.58, 2.49)
23A 192 8848.7 561 4739.5 1.87 (1.43, 2.44)
23B 198 2140.1 575 1420.9 1.51 (1.11, 2.04)
24F 197 4137.6 570 3047.2 1.36 (1.10, 1.67)
31 195 8005.6 570 3820.7 2.10 (1.63, 2.69)
33F 197 34805.5 570 17607.4 1.98 (1.52, 2.57)
35B 198 13933.4 573 9053.9 1.54 (1.26, 1.87)

* GMTs, GMT ratio, and 95% CI were estimated from a Longitudinal Data Analysis model.

T Immunobridging was based on the lower bound of the 2-sided 95% ClI for the estimated GMT ratio (18 through 49 years / 50
through 64 years) being >0.5.

N=Number of individuals randomized and vaccinated; n=Number of individuals contributing to the analysis.

Individuals 50 years of age and older with Prior Pneumococcal Vaccination

Study 3, a descriptive Phase 3 study, enrolled individuals 50 years of age and older who were previously
vaccinated with other pneumococcal vaccines at least 1 year prior to study entry. Participants were enrolled
into 1 of 3 cohorts based on their pneumococcal vaccination history (cohort 1: PNEUMOVAX 23, cohort 2:
Prevnar 13, or cohort 3: PNEUMOVAX 23 followed by or preceded by Prevnar 13, PNEUMOVAX 23
preceded by VAXNEUVANCE, or VAXNEUVANCE alone).

Participants in cohort 1 were randomized to receive CAPVAXIVE (n=231) or VAXNEUVANCE (n=119),
participants in cohort 2 were randomized to receive CAPVAXIVE (n=176) or PNEUMOVAX 23 (n=85), and
participants in cohort 3 were allocated to receive CAPVAXIVE (n=106).

In each of the 3 cohorts, serotype-specific OPA GMTs and the proportion of individuals with =4-fold rise in
OPA responses from baseline to 1-month postvaccination were assessed. In Cohort 1, CAPVAXIVE elicited
OPA responses that were comparable to VAXNEUVANCE for the 6 common serotypes, and higher for the
15 unique serotypes and serotype 15B. In Cohort 2, CAPVAXIVE elicited OPA responses comparable to
PNEUMOVAX 23 for the 12 common serotypes and serotype 15B, and higher for the 9 unique serotypes.
OPA responses to CAPVAXIVE were similar across the 3 cohorts of participants who previously received
one or more pneumococcal vaccines.

14.2 Concomitant Vaccination
In a double-blind study (Study 4), 1,080 individuals 50 years of age and older, with or without a history of
prior pneumococcal vaccination, were randomized in a 1:1 ratio. One vaccination group received
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CAPVAXIVE and QIV concomitantly, followed by placebo 30 days later (concomitant group). A second
vaccination group received QIV and placebo concomitantly, followed by CAPVAXIVE 30 days later
(sequential group). Antibody responses were assessed 1-month postvaccination.

The OPA responses to CAPVAXIVE administered concomitantly with QIV were non-inferior to the OPA
responses to CAPVAXIVE administered sequentially after QIV for 20 of 21 serotypes [lower bound of the
2-sided 95% CI of the GMT ratio (concomitant group/sequential group) was >0.5]; the non-inferiority was
not met for serotype 23B [lower bound of the 2-sided 95% CIl of the GMT ratio (concomitant
group/sequential group) was 0.44]. The OPA response to serotype 15B was not assessed for non-inferiority.
In a descriptive analysis, the OPA GMT in the concomitant group was 3,438.7 and in the sequential group
was 4,440.5, with a GMT ratio of 0.77 (95% CI: 0.64, 0.94). The influenza strain-specific hemagglutination
inhibition (HAI) responses to QIV administered concomitantly with CAPVAXIVE were non-inferior to the HAI
responses to QIV administered alone for 3 of 4 influenza strains [lower bound of the 2-sided 95% Cls for
HAI GMT ratios (concomitant group/sequential group) was >0.67 (non-inferiority margin); the lower bound
was 0.67 for the A/H3NZ2 influenza strain].

16 HOW SUPPLIED/STORAGE AND HANDLING

CAPVAXIVE is supplied as follows:

NDC 0006-4347-01: Carton of one single-dose prefilled Luer Lock syringe with tip cap, containing 1 dose
of 0.5 mL (NDC 0006-4347-99).

NDC 0006-4347-02: Carton of ten single-dose prefilled Luer Lock syringes with tip caps, each syringe
containing 1 dose of 0.5 mL (NDC 0006-4347-99).

Store refrigerated at 2°C to 8°C (36°F to 46°F).
Do not freeze. Protect from light.

The tip cap and plunger stopper are not made with natural rubber latex.
17 PATIENT COUNSELING INFORMATION

Advise the patient to read the FDA-approved patient labeling (Patient Information).

« Inform the patient of the benefits and risks associated with vaccination with CAPVAXIVE.

« Inform the patient that vaccination with CAPVAXIVE may not protect all vaccine recipients.

« Instruct the patient to report any adverse reactions to their healthcare provider or to the vaccine
manufacturer or the U.S. Department of Health and Human Services through the Vaccine Adverse
Event Reporting System (VAERS), 1-800-822-7967, or report online at www.vaers.hhs.gov.

Manufactured by: Merck Sharp & Dohme LLC
Rahway, NJ 07065, USA

U.S. license number 0002
For patent information: www.msd.com/research/patent
The trademarks depicted herein are owned by their respective companies.

Copyright © 2024 Merck & Co., Inc., Rahway, NJ, USA, and its affiliates.
All rights reserved.

uspi-v116-i-2406r000
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ANNEX 1

SUMMARY OF PRODUCT CHARACTERISTICS
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vThis medicinal product is subject to additional monitoring. This will allow quick identification of
new safety information. Healthcare professionals are asked to report any suspected adverse reactions.
See section 4.8 for how to report adverse reactions.

1. NAME OF THE MEDICINAL PRODUCT

CAPVAXIVE solution for injection in pre-filled syringe
Pneumococcal polysaccharide conjugate vaccine (21-valent)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 dose (0.5 mL) contains:

Pneumococcal polysaccharide serotype 3! 4 mcg
Pneumococcal polysaccharide serotype 6A! 4 mcg
Pneumococcal polysaccharide serotype 7F! 4 mcg
Pneumococcal polysaccharide serotype 8! 4 mcg
Pneumococcal polysaccharide serotype ON! 4 mcg
Pneumococcal polysaccharide serotype 10A! 4 mcg
Pneumococcal polysaccharide serotype 11A! 4 mcg
Pneumococcal polysaccharide serotype 12F! 4 mcg
Pneumococcal polysaccharide serotype 15A! 4 mcg
Pneumococcal polysaccharide from deOAc15B (de-O-acetylated serotype 15B)! 4 mcg
Pneumococcal polysaccharide serotype 16F! 4 mcg
Pneumococcal polysaccharide serotype 17F! 4 mcg
Pneumococcal polysaccharide serotype 19A! 4 mcg
Pneumococcal polysaccharide serotype 20A! 4 mcg
Pneumococcal polysaccharide serotype 22F! 4 mcg
Pneumococcal polysaccharide serotype 23A! 4 mcg
Pneumococcal polysaccharide serotype 23B! 4 mcg
Pneumococcal polysaccharide serotype 24F! 4 mcg
Pneumococcal polysaccharide serotype 31! 4 mcg
Pneumococcal polysaccharide serotype 33F! 4 mcg
Pneumococcal polysaccharide serotype 35B! 4 mcg

!Conjugated to CRM 7 carrier protein. CRM 97 is a nontoxic mutant of diphtheria toxin (originating
from Corynebacterium diphtheriae C7) expressed recombinantly in Pseudomonas fluorescens.

1 dose (0.5 mL) contains approximately 65 mcg CRM 97 carrier protein.

Excipient(s) with known effect

1 dose (0.5mL) contains 0.5 mg polysorbate 20.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution for injection (injection).
The vaccine is a colourless, clear to opalescent solution.
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4. CLINICAL PARTICULARS
4.1 Therapeutic indications

CAPVAXIVE is indicated for active immunisation for the prevention of invasive disease and
pneumonia caused by Streptococcus pneumoniae in individuals 18 years of age and older.

See sections 4.4 and 5.1 for information on protection against specific pneumococcal serotypes.
The use of CAPVAXIVE should be in accordance with official recommendations.
4.2  Posology and method of administration

Posology

Individuals 18 years of age and older
1 dose (0.5 mL).

The need for revaccination with a subsequent dose of CAPVAXIVE has not been established.
Paediatric population
The safety and efficacy of CAPVAXIVE in children younger than 18 years of age have not been

established. No data are available.

Method of administration

CAPVAXIVE should be administered by intramuscular injection only. This vaccine should be
administered preferably in the deltoid muscle of the upper arm in adults, with care to avoid injection
into or near nerves and blood vessels.

For instructions on the handling of the vaccine before administration, see section 6.6.

4.3 Contraindications

Hypersensitivity to the active substances including diphtheria toxoid, or to any of the excipients listed
in section 6.1.

4.4 Special warnings and precautions for use

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number
of the administered product should be clearly recorded.

Anaphylaxis

As with all injectable vaccines, appropriate medical treatment and supervision should always be
readily available in case of a rare anaphylactic event following the administration of the vaccine.

Concurrent illness

Vaccination should be postponed in individuals suffering from acute severe febrile illness or acute
infection. The presence of a minor infection and/or low-grade fever should not delay vaccination.

Thrombocytopenia and coagulation disorders

As with other intramuscular injections, the vaccine should be given with caution in individuals
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receiving anticoagulant therapy or those with thrombocytopenia or any coagulation disorder (such as
haemophilia) because bleeding or bruising may occur following an intramuscular administration in
these individuals.

Anxiety-related reactions

Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related
reactions may occur in association with vaccination as a response to the needle injection.
Stress-related reactions are temporary and resolve on their own. It is important that precautions are in
place to avoid injury from fainting.

Immunocompromised individuals

Safety and immunogenicity data on CAPVAXIVE are not available for individuals in
immunocompromised groups. Vaccination should be considered on an individual basis.

Based on experience with pneumococcal vaccines, immunocompromised individuals, including those
receiving immunosuppressive therapy, may have a reduced immune response to CAPVAXIVE.

Protection

As with any vaccine, vaccination with CAPVAXIVE may not protect all vaccine recipients. This
vaccine will only protect against Streptococcus pneumoniae serotypes included in the vaccine and to
the cross-reactive serotype 15B (see sections 2 and 5.1).

Sodium

This medicinal product contains less than 1 mmol sodium (23 mg) per dose, that is to say, essentially
‘sodium-free’.

Polysorbate 20

This medicinal product contains 0.5 mg of polysorbate 20 in each dose. Polysorbates may cause
allergic reactions.

4.5 Interaction with other medicinal products and other forms of interaction

Different injectable vaccines should always be administered at different injection sites.
CAPVAXIVE can be administered concomitantly with quadrivalent influenza vaccine (split virion,
inactivated). There are no data on the concomitant administration of CAPVAXIVE with vaccines
other than influenza vaccines.

4.6 Fertility, pregnancy and lactation

Pregnancy

There are no data on the use of CAPVAXIVE in pregnant women.

Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy,
embryo/foetal development, parturition or post-natal development (see section 5.3).

Administration of CAPVAXIVE in pregnancy should only be considered when the potential benefits
outweigh any potential risks for the mother and the foetus.
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Breast-feeding
It is unknown whether CAPVAXIVE is excreted in human milk.
Fertility

No human data on the effect of CAPVAXIVE on fertility are available. Animal studies in female rats
do not indicate harmful effects (see section 5.3).

4.7 Effects on ability to drive and use machines

CAPVAXIVE has no or negligible influence on the ability to drive and use machines. However, some
of the effects mentioned under section 4.8 “Undesirable effects” may temporarily affect the ability to
drive or use machines.

4.8 Undesirable effects

Summary of the safety profile

The most frequently reported adverse reactions following vaccination with CAPVAXIVE in
individuals 18 years of age and older were solicited. Overall, the most frequently reported adverse
reactions were injection-site pain (52.9%), fatigue (25.3%), headache (17.7%), and myalgia (10.4%).

The majority of local and systemic adverse reactions for individuals who received CAPVAXIVE were
mild or moderate (based on intensity or size) and of short duration (< 3 days); severe reactions
(defined as an event that prevents normal daily activity or size > 10 cm) occurred in < 1.0% of adults
(see Table 1).

Tabulated list of adverse reactions

Unless otherwise stated the frequency categories are based on the safety of CAPVAXIVE assessed in
6 clinical studies, conducted across the Americas, Europe, Asia Pacific and Africa which included
4 914 individuals >18 years of age; with or without stable underlying medical conditions.

Adverse reactions reported for all age groups are listed in this section per system organ class, in
decreasing order of frequency and seriousness. The frequency is defined as follows:

- Very common (> 1/10)

- Common (> 1/100 to < 1/10)

- Uncommon (> 1/1 000 to < 1/100)

- Rare (> 1/10 000 to < 1/1 000)

- Very rare (< 1/10 000)

- Not known (cannot be estimated from the available data).
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Table 1: Tabulated list of adverse reactions

disorders

System Organ Class Adverse Reactions Frequency
Blood and lymphatic Lymphadenopathy Uncommon
system disorders
Immune system Hypersensitivity reaction, including Rare
disorders bronchospasm
Nervous system Headache Very Common
disorders Dizziness Uncommon
Gastrointestinal Nausea Uncommon
disorders Diarrhoea

Vomiting
Musculoskeletal and Myalgia® Common
connective tissue Arthralgia Uncommon

General disorders and
administration site

Injection-site pain
Fatigue

Very common

Injection-site bruising

conditions Injection-site erythema” Common
Injection-site swelling”
Pyrexia
Injection-site pruritus Uncommon
Chills

* very common in individuals 18 to 49 years of age

Other special populations

Safety in individuals 65 years of age and older

A lower frequency of local injection-site reactions was observed in participants 75 years of age and
older compared to participants 65 to 74 years of age. There were no clinically meaningful differences
for other adverse events in participants 65 to 74 years of age and 75 years of age and older who
received CAPVAXIVE.

Safety in adults living with HIV

The safety profile of CAPVAXIVE in adults living with HIV was generally comparable to the safety
profile of pneumococcal 15-valent conjugate vaccine (PCV15) followed by pneumococcal 23-valent
polysaccharide vaccine (PPSV23, see section 5.1).

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system
listed in Appendix V.

4.9 Overdose

Overdose with CAPVAXIVE is unlikely due to its presentation as a pre-filled syringe.

5.  PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: vaccines, pneumococcal vaccines, ATC code: JO7AL02
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Mechanism of action

CAPVAXIVE contains 21 pneumococcal capsular polysaccharides from Streptococcus pneumoniae
(3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, deOAc15B, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31,
33F, and 35B), which are known to contribute to the pathogenicity of pneumococci in adults. Each
serotype of activated polysaccharide is individually conjugated to a carrier protein (CRM ¢7), and
elicits antibodies that enhance opsonisation, phagocytosis, and killing of pneumococci to protect
against pneumococcal disease. CAPVAXIVE elicits a T-cell dependent immune response. Carrier
protein-specific helper T-cells support specificity, functionality, and maturation of serotype-specific
B-cells.

Immune responses following natural exposure to Streptococcus pneumoniae or following
pneumococcal vaccination can be determined through the assessments of opsonophagocytic activity
(OPA) responses, to assess functional antibodies capable of opsonizing pneumococcal capsular
polysaccharides for presentation to phagocytic cells for engulfment and subsequent killing. OPA
responses are considered an important immunologic surrogate measure of protection against
pneumococcal disease in adults. Specific threshold values that correlate with protection in adults have
not been defined. There is a positive correlation between OPA responses and anti-capsular
Immunoglobulin G (IgG) responses.

Serotype-specific immune responses (OPA and IgG) for the 21 serotypes contained in CAPVAXIVE
and the cross-reactive serotype 15B were measured using a validated multiplexed opsonophagocytic
assay (MOPA) and pneumococcal electrochemiluminescence (Pn ECL) assay. Serotype 15C
represents the immune response to the deOAc15B polysaccharide as the molecular structure for
deOAc15B and 15C are similar.

Clinical efficacy and safety

Clinical trials experience in individuals 18 years of age and older

Six Phase 3, clinical studies (Protocol 003, Protocol 004, Protocol 005, Protocol 006, Protocol 007,
and Protocol 010) conducted across the Americas, Europe, Asia Pacific and Africa evaluated the
immunogenicity of CAPVAXIVE in 8 369 individuals 18 years of age and older, of whom 5 450
received CAPVAXIVE. Participants enrolled in the Phase 3 studies included adults across different
age groups; approximately 32% were 18 to 49 years of age, 32% were 50 to 64 years of age, 29% were
65 to 74 years of age, and 8% were 75 years of age and older. Of those vaccinated, 14% had received
other prior pneumococcal vaccines, 33% had risk factors for pneumococcal disease (e.g., alcoholism,
chronic heart disease, chronic liver disease, chronic lung disease including asthma, diabetes, renal
disorders, smoking) and approximately 4% were adults living with HIV, which is associated with high
risk of pneumococcal disease.

In each study, immunogenicity was assessed by serotype-specific OPA and IgG responses at 1-month
postvaccination.

Clinical trials conducted in pneumococcal vaccine-naive adults

CAPVAXIVE effectiveness in adults against invasive pneumococcal disease and pneumonia was
assessed based on comparative immunogenicity to a licensed pneumococcal vaccine (pneumococcal
20-valent conjugate vaccine (PCV20) and PPSV23).

Protocol 003

In a double-blind study, 2 362 pneumococcal vaccine-naive individuals 50 years of age and older were
randomised to receive either CAPVAXIVE or PCV20. The immune response as assessed by the
geometric mean titre (GMT) ratio (CAPVAXIVE/PCV20) is presented in Table 2.

CAPVAXIVE met the pre-defined statistical noninferiority criterion compared to PCV20 for the 10
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serotypes included in both vaccines as assessed by the geometric mean titre (GMT) ratio
(CAPVAXIVE/PCV20) where the noninferiority criterion was met if the lower bound of the 2-sided
95% Confidence Interval (CI) were > 0.5. CAPVAXIVE met the predefined superiority criterion
compared to PCV20 for all but one (15C) of the 11 additional serotypes to CAPVAXIVE as assessed
by the GMT ratio (CAPVAXIVE/PCV20) where the statistical superiority criterion was met if the
lower bound of the 2 sided 95% CI were > 2.0 (see Table 2).

Table 2: Serotype-specific OPA GMTs in pneumococcal vaccine-naive individuals > 50 years of
age (Protocol 003)

Pneumococcal CAPVAXIVE PCV 20 GMT Ratio*
Serotype (N=1179) N=1177) (CAPVAXIVE/PCV20)
n GMT* n GMT* 95% CD*
10 Shared Serotypes’
3 1154 274.0 1161 176.7 1.55 (1.40, 1.72)
6A 1148 2302.0 1153 29725 0.77 (0.68, 0.88)
7F 1152 36374 1158 34299 1.06 (0.95, 1.18)
8 1155 25013 1158 1811.1 1.38 (1.25,1.53)
10A 1161 38934 1159 4678.0 0.83 (0.75,0.93)
11A 1145 32326 1150 2092.8 1.54 (1.39,1.72)
12F 1160 2641.2 1161 2499.6 1.06 (0.92, 1.21)
19A 1159 2 136.1 1162 2 871.8 0.76 (0.69, 0.84)
22F 1147 38745 1154 4770.1 0.81 (0.72, 0.92)
33F 1154 13 558.9 1157 117421 1.15(1.01, 1.32)
11 Additional Serotypes in CAPVAXIVE?
ON 1147 7470.7 1150 16404 4.55(4.12,5.04)
15A 1107 52372 1102 1589.0 3.30 (2.91,3.74)
15C 1153 4216.2 1158 20723 2.03 (1.77,2.34)
16F 1151 4 868.2 1153 846.3 5.75 (5.16, 6.41)
17F 1148 7 764.9 1156 460.4 16.86 (14.90, 19.09)
20A 1161 6 099.2 1155 631.1 9.66 (8.66, 10.79)
23A 1132 37372 1104 461.5 8.10 (6.86, 9.55)
23B 1160 1082.5 1160 107.3 10.09 (8.48, 12.00)
24F 1153 2 728.6 1130 70.5 38.71 (33.87, 44.25)
31 1153 31325 1154 144.4 21.69 (18.68, 25.18)
35B 1153 8527.8 1159 1383.0 6.17 (5.59, 6.80)
Cross-reactive serotype
15B 1 140 4 400.6 1141 4 640.0 0.95 (0.84,1.07)

* GMTs, GMT ratio, and 95% CI were estimated from a constrained Longitudinal Data Analysis model.

 The noninferiority criterion was met if the lower bound of the 2-sided 95% CI for the estimated GMT ratio
(CAPVAXIVE/PCV20) was > 0.5.

! The superiority criterion was met if the lower bound of the 2-sided 95% CI for the estimated GMT ratio
(CAPVAXIVE/PCV20) was > 2.0.

N=Number of individuals randomised and vaccinated; n=Number of individuals contributing to the analysis.

CAPVAXIVE met the superiority criterion compared to PCV20 for 10 of additional 11 serotypes
(except 15C) in CAPVAXIVE as assessed by the proportion of individuals who achieved a > 4-fold rise
from prevaccination to 1-month postvaccination for OPA responses. The superiority criterion was
defined as the difference between CAPVAXIVE and PCV20 being > 10 percentage points.
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Immunobridging in pneumococcal vaccine-naive individuals 18 to 49 years of age

In a double-blind study pneumococcal vaccine-naive individuals 18 to 49 years of age were
randomised in a 2:1 ratio to receive CAPVAXIVE (N=200) or PCV20 (N=100). The 18 to 49 year old
group who received CAPVAXIVE (N=200) was compared to the 50 to 64 year old group (N=589)
which also had received CAPVAXIVE to evaluate the OPA responses.

CAPVAXIVE successfully immunobridged serotype-specific immune responses to each of the 21
vaccine serotypes in individuals 18 to 49 years of age to individuals 50 to 64 years of age, as the lower
bound of the 2-sided 95% CI for the GMT ratio for each serotype was > 0.5 (see Table 3).

Table 3: Comparison of serotype-specific OPA GMTs in pneumococcal vaccine-naive
individuals 18-49 years of age to 50-64 years of age who received CAPVAXIVE (Protocol 003)

GMT Ratio**
Pneumococcal 18-49 years 50-64 years
Serotype (N=200) (N=589) (18-49 years/50-64 years)
(95% CIh*
n GMT n GMT

3 194 308.6 572 282.7 1.09 (0.90, 1.33)
6A 196 5289.6 569 25729 2.06 (1.61, 2.62)
7F 198 6447.2 571 4278.8 1.51(1.23, 1.84)

8 197 4516.0 571 3004.7 1.50 (1.26, 1.79)
ON 197 17 283.2 570 87914 1.97 (1.59, 2.43)
10A 197 6 808.1 575 4382.6 1.55(1.26, 1.92)
11A 196 5871.6 564 3 785.8 1.55(1.26,1.91)
12F 196 6150.4 574 3561.2 1.73 (1.37,2.17)
15A 184 11319.2 550 5901.2 1.92 (1.55,2.37)
15C 195 10 194.0 570 5708.0 1.79 (1.36, 2.35)
16F 193 8 877.0 571 5720.0 1.55(1.26,1.91)
17F 194 16 070.6 568 10 068.0 1.60 (1.26,2.02)
19A 198 2773.2 574 2 374.6 1.17 (0.97, 1.40)
20A 197 13 150.0 575 7 562.7 1.74 (1.39, 2.18)
22F 198 9299.6 568 4 683.6 1.99 (1.58, 2.49)
23A 192 8 848.7 561 4739.5 1.87 (1.43, 2.44)
23B 198 2 140.1 575 1420.0 1.51 (1.11, 2.04)
24F 197 4137.6 570 3047.2 1.36 (1.10, 1.67)
31 195 8 005.6 570 3 820.7 2.10 (1.63, 2.69)
33F 197 34 805.5 570 17 607.4 1.98 (1.52,2.57)
35B 198 13933.4 573 9 053.9 1.54 (1.26, 1.87)

* GMTs, GMT ratio, and 95% CI were estimated from a Longitudinal Data Analysis model.

T A conclusion of immunobridging was based on the lower bound of the 95% CI for the estimated GMT ratio
(18-49 years / 50-64 years) being > 0.5.

N=Number of individuals randomised and vaccinated; n=Number of individuals contributing to the analysis.

Protocol 010

In a double-blind study, 1 484 pneumococcal vaccine-naive individuals 50 years of age and older were
randomised to receive either CAPVAXIVE or PPSV23; 46% of participants were 50 to 64 years of age,
54% were 65 years of age and older, and 10% were 75 years of age and older. The immune response as
assessed by the GMT ratio (CAPVAXIVE/PPSV23) is presented in Table 4.

CAPVAXIVE met the pre-defined statistical noninferiority criterion compared to PPSV23 for the
12 serotypes included in both vaccines as assessed by the GMT ratio (CAPVAXIVE/PPSV23) where
the noninferiority criterion was met if the lower bound of the 2-sided 95% Confidence Interval (CI) were
>(0.5. CAPVAXIVE met the predefined superiority criterion compared to PPSV23 for the 9 additional
serotypes to CAPVAXIVE as assessed by the GMT ratio (CAPVAXIVE/PPSV23) where the statistical
superiority criterion was met if the lower bound of the 2 sided 95% CI were > 2.0 (see Table 4).
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Table 4: Serotype specific OPA GMTs in pneumococcal vaccine-naive individuals > 50 years of
age (Protocol 010)

Pneumococcal CAPVAXIVE PPSV23 GMT Ratio*
Serotype (N=739) (N=741) (CAPVAXIVE/PPSV23)
n | GMT* n | GMT* (95% CI*
12 Shared Serotypes’
3 725 230.4 729 211.5 1.09 (0.96, 1.23)
7F 729 4 876.7 732 3314.6 1.47 (1.29, 1.68)
8 730 3379.6 733 2 882.1 1.17 (1.04, 1.32)
ON 728 7 346.6 729 6 545.9 1.12 (1.00, 1.26)
10A 725 43829 726 2 818.7 1.55(1.37, 1.77)
11A 728 3711.1 729 1 809.7 2.05 (1.82,2.31)
12F 728 3031.8 732 1 854.9 1.63 (1.40, 1.90)
17F 722 8215.7 730 4 060.5 2.02(1.77,2.31)
19A 731 2 670.0 732 1879.9 1.42 (1.26, 1.60)
20A 730 6 966.1 733 42084 1.66 (1.46, 1.88)
22F 725 4724.1 728 3084.9 1.53 (1.34, 1.75)
33F 727 154973 731 17 483.0 0.89 (0.76, 1.04)
9 Additional Serotypes in CAPVAXIVE?
6A 729 3193.9 730 964.0 3.31 (2.84, 3.87)
15A 715 6 746.5 703 1462.1 4.61(3.99, 5.33)
15C 729 7 604.8 730 2 605.0 2.92 (2.50, 3.42)
16F 726 6675.4 723 1482.2 4.50 (3.99, 5.09)
23A 711 4804.2 690 837.2 5.74 (4.81, 6.85)
23B 730 2252.6 726 137.2 16.42 (13.46, 20.03)
24F 723 4 568.0 705 1346.7 3.39(2.97, 3.87)
31 730 5040.7 731 423.9 11.89 (10.16, 13.91)
35B 728 10 707.5 732 1735.0 6.17 (5.54, 6.87)
Cross-reactive serotype
15B | 716 51573 727 32432 1.59 (1.37, 1.85)

* GMTs, GMT ratio, and 95% CI were estimated from a constrained Longitudinal Data Analysis model.

T The noninferiority criterion was met if the lower bound of the 2-sided 95% CI for the estimated GMT ratio
(CAPVAXIVE/PPSV23) was > 0.5.

! The superiority criterion was met if the lower bound of the 2-sided 95% CI for the estimated GMT ratio
(CAPVAXIVE/PPSV23) was > 2.0.

N=Number of individuals randomised and vaccinated; n=Number of individuals contributing to the analysis.

CAPVAXIVE met the superiority criterion compared to PPSV23 for 8 of 9 additional serotypes
(except 15C) in CAPVAXIVE as assessed by the proportion of individuals who achieved a > 4-fold
rise from prevaccination to 1-month postvaccination for OPA responses. The superiority criterion was
defined as the difference between CAPVAXIVE and PPSV23 being > 10 percentage points.

Clinical trials conducted in adults with prior pneumococcal vaccination

Protocol 006

A descriptive Phase 3 study, enrolled individuals > 50 years of age who were previously vaccinated with
other pneumococcal vaccines at least 1 year prior to study entry. Subjects were randomised to receive
CAPVAXIVE or another pneumococcal vaccine.

Across all 3 cohorts, CAPVAXIVE was immunogenic for all 21 serotypes contained in the vaccine as
assessed by serotype-specific OPA GMTs. OPA GMTs were generally comparable between the two
vaccination groups for the shared serotypes and higher in the CAPVAXIVE group for the additional
serotypes included only in CAPVAXIVE.
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Special populations

Adults living with HIV

Protocol 007

In a double-blind study, 313 adults living with HIV, with or without a history of prior pneumococcal
vaccination, were randomised in a 1:1 ratio to receive either CAPVAXIVE followed by placebo 8 weeks
later, or PCV15 followed by PPSV23 (PCV15+PPSV23) 8 weeks later. At screening, of the participants
vaccinated 6.7% had a CD4+ T-cell counts > 50 to < 350 cells/uL, 18.6% had CD4+ T-cell counts > 350
to <500 cells/uL and 74.7% had a CD4+ T-cell counts > 500 cells/uL; 83% had an undetectable HIV
viral load (< 20 copies/mL).

CAPVAXIVE was immunogenic for all 21 serotypes contained in the vaccine, as assessed by serotype
specific OPA GMTs at 1-month postvaccination with CAPVAXIVE. CAPVAXIVE elicited immune
responses that were generally comparable to PCV15+PPSV23 for the 13 common serotypes and higher
for the 8 serotypes additional to CAPVAXIVE as assessed by OPA GMTs at 1-month postvaccination
with CAPVAXIVE and 1-month postvaccination with PCV15+PPSV23.

Paediatric population

The European Medicines Agency has deferred the obligation to submit the results of studies with
CAPVAXIVE in one or more subsets of the paediatric population in prevention of disease caused by
Streptococcus pneumoniae (see section 4.2 for information on paediatric use).

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Non-clinical study data revealed no hazard for humans based on conventional studies of repeated dose
toxicity and toxicity to reproduction and development.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodium chloride (NaCl)

Histidine

Polysorbate 20 (E432)

Hydrochloric acid (HCI; for pH adjustment)

Water for injections

6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.
6.3  Shelf life

2 years

6.4 Special precautions for storage

Store in a refrigerator (2° C — 8° C).

Do not freeze.

Keep the pre-filled syringe in the outer carton in order to protect from light.
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CAPVAXIVE should be administered as soon as possible after being removed from the refrigerator.

Stability data indicate that CAPVAXIVE is stable at temperatures up to 25° C for 96 hours. At the end
of this time period CAPVAXIVE should be used or discarded. These data are intended to guide
healthcare professionals in case of temporary temperature excursions only.

6.5 Nature and contents of container

0.5 mL solution in a single-dose pre-filled syringe (Type I glass) with a plunger stopper (bromobutyl
rubber) and a tip cap (styrene butadiene or isoprene bromobutyl rubber).

Pack sizes of 1 or 10 pre-filled syringes, either without needles, with 1 separate needle, or with
2 separate needles per pre-filled syringe.

Not all pack sizes may be marketed.
6.6 Special precautions for disposal and other handling

e The vaccine should be used as supplied.

e Inspect the solution visually for particulate matter and discolouration prior to administration.
Discard the vaccine if particulates are present and/or if it appears discoloured.

e Attach a needle with Luer lock connection by twisting in a clockwise direction until the needle
fits securely on the syringe.

e CAPVAXIVE should be administered by intramuscular injection only. This vaccine should be
administered preferably in the deltoid muscle of the upper arm in adults, with care to avoid
injection into or near nerves and blood vessels.

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.

7. MARKETING AUTHORISATION HOLDER

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

The Netherlands

8. MARKETING AUTHORISATION NUMBER(S)

EU/1/25/1913/001

EU/1/25/1913/002

EU/1/25/1913/003

EU/1/25/1913/004

EU/1/25/1913/005

EU/1/25/1913/006

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation:
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10. DATE OF REVISION OF THE TEXT

Detailed information on this medicinal product is available on the website of the European Medicines
Agency https://www.ema.europa.eu.
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A. MANUFACTURER OF THE BIOLOGICAL ACTIVE SUBSTANCES AND
MANUFACTURER RESPONSIBLE FOR BATCH RELEASE

Name and address of the manufacturer of the biological active substances

MSD International GmbH
Brinny, Innishannon
Cork,

T12 RD82

Ireland

Name and address of the manufacturer responsible for batch release

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

The Netherlands

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE
Medicinal product subject to medical prescription.
o Official batch release

In accordance with Article 114 of Directive 2001/83/EC, the official batch release will be undertaken
by a state laboratory or a laboratory designated for that purpose.

C. OTHER CONDITIONS AND REQUIREMENTS OF THE MARKETING
AUTHORISATION

o Periodic safety update reports (PSURs)

The requirements for submission of PSURs for this medicinal product are set out in the list of
Union reference dates (EURD list) provided for under Article 107¢(7) of Directive 2001/83/EC
and any subsequent updates published on the European medicines web-portal.

The marketing authorisation holder (MAH) shall submit the first PSUR for this product within
6 months following authorisation.

D. CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
EFFECTIVE USE OF THE MEDICINAL PRODUCT

o Risk management plan (RMP)

The marketing authorisation holder (MAH) shall perform the required pharmacovigilance
activities and interventions detailed in the agreed RMP presented in Module 1.8.2 of the
marketing authorisation and any agreed subsequent updates of the RMP.

An updated RMP should be submitted:
o At the request of the European Medicines Agency;
e Whenever the risk management system is modified, especially as the result of new information
being received that may lead to a significant change to the benefit/risk profile or as the result of
an important (pharmacovigilance or risk minimisation) milestone being reached.
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A. LABELLING

08TQ3W 17



PARTICULARS TO APPEAR ON THE OUTER PACKAGING

OUTER CARTON - Pre-filled syringe

1. NAME OF THE MEDICINAL PRODUCT

CAPVAXIVE solution for injection in pre-filled syringe
Pneumococcal polysaccharide conjugate vaccine (21-valent)

| 2. STATEMENT OF ACTIVE SUBSTANCE(S)

1 dose (0.5 mL) contains 4 mcg of pneumococcal polysaccharide for serotypes 3, 6A, 7F, 8, 9N, 10A,
11A, 12F, 15A, de-O-acetylated type 15B, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31, 33F and 35B
conjugated to CRM 97 carrier protein.

3. LIST OF EXCIPIENTS

Excipients: NaCl, histidine, E432, HCI, water for injections.
See leaflet for further information.

4. PHARMACEUTICAL FORM AND CONTENTS

Solution for injection

1 pre-filled syringe (0.5 mL) without needle

1 pre-filled syringe (0.5 mL) + 1 needle

1 pre-filled syringe (0.5 mL) + 2 needles

10 pre-filled syringes (0.5 mL each) without needles
10 pre-filled syringes (0.5 mL each) + 10 needles

10 pre-filled syringes (0.5 mL each) + 20 needles

S. METHOD AND ROUTE(S) OF ADMINISTRATION

Read the package leaflet before use.
Intramuscular use

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
OF THE SIGHT AND REACH OF CHILDREN

Keep out of the sight and reach of children.

‘ 7. OTHER SPECIAL WARNING(S), IF NECESSARY

| 8. EXPIRY DATE

EXP
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9. SPECIAL STORAGE CONDITIONS

Store in a refrigerator. Do not freeze.
Keep the syringe in the outer carton in order to protect from light.

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Merck Sharp & Dohme B.V.
Waarderweg 39,

2031 BN Haarlem

The Netherlands

12. MARKETING AUTHORISATION NUMBER(S)

EU/1/25/1913/001 - pack of 1 without needle
EU/1/25/1913/002 - pack of 1 + 1 needle
EU/1/25/1913/003 - pack of 1 + 2 needles
EU/1/25/1913/004 - pack of 10 without needles
EU/1/25/1913/005 - pack of 10 + 10 needles
EU/1/25/1913/006 - pack of 10 + 20 needles

13. BATCH NUMBER

Lot

‘ 14. GENERAL CLASSIFICATION FOR SUPPLY

| 15. INSTRUCTIONS ON USE

‘ 16. INFORMATION IN BRAILLE

Justification for not including Braille accepted.

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

2D barcode carrying the unique identifier included.

‘ 18. UNIQUE IDENTIFIER - HUMAN READABLE DATA

PC
SN
NN
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

LABEL - Pre-filled syringe

1. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATION

CAPVAXIVE
Solution for Injection
IM

2. METHOD OF ADMINISTRATION

Intramuscular use

| 3. EXPIRY DATE

EXP

| 4. BATCH NUMBER

Lot

‘ S. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

1 dose (0.5 mL)

| 6. OTHER

MSD
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B. PACKAGE LEAFLET
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Package leaflet: Information for the user

CAPVAXIVE solution for injection in pre-filled syringe
Pneumococcal polysaccharide conjugate vaccine (21-valent)

vThis medicine is subject to additional monitoring. This will allow quick identification of new
safety information. You can help by reporting any side effects you may get. See the end of section 4
for how to report side effects.

Read all of this leaflet carefully before you are vaccinated because it contains important
information for you.
- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor, pharmacist or nurse.
- This vaccine has been prescribed for you only. Do not pass it on to others.
- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible
side effects not listed in this leaflet. See section 4.

What is in this leaflet

1. What CAPVAXIVE is and what it is used for

2. What you need to know before you receive CAPVAXIVE
3. How CAPVAXIVE is given

4. Possible side effects

5. How to store CAPVAXIVE

6. Contents of the pack and other information

1. What CAPVAXIVE is and what it is used for

CAPVAXIVE is a pneumococcal vaccine given to:

e people aged 18 years and older to help protect against illnesses caused by a bacterium called
Streptococcus pneumoniae or pneumococcus. These diseases include: lung infection
(pneumonia), inflammation of the brain and spinal cord (meningitis) and infection in the blood
(bacteraemia).

The vaccine works by helping your body to make its own antibodies, which protect you against these
diseases.

2. What you need to know before you receive CAPVAXIVE

Do not receive CAPVAXIVE:
e if you are allergic to the active substances, including diphtheria toxoid, or to any of the
ingredients of this vaccine (listed in section 6).

Warnings and precautions
Talk to your doctor, pharmacist, or nurse before you receive CAPVAXIVE if:
e you have a high fever or severe infection. In these cases, the vaccination may have to be
postponed until you have recovered. However, a mild fever or infection (for example having
a cold) itself is not a reason to delay vaccination.
e you have any bleeding problems, bruise easily, or are taking medicines to prevent blood clots.
e you have anxiety related to injections or have ever fainted after any injection.
e your immune system is weakened (which means your body is less able to fight off infections)
or if you are taking certain medicines that may weaken your immune system.
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As with any vaccine, CAPVAXIVE may not fully protect all those who get the vaccine.

Children and adolescents
CAPVAXIVE has not been studied in children and adolescents younger than 18 years of age.

Other medicines/vaccines and CAPVAXIVE
CAPVAXIVE can be given at the same time as the flu vaccine (inactivated influenza).

Tell your doctor, pharmacist, or nurse if:
e you are taking, have recently taken, or might take any other medicines.
e you have recently received or plan to receive any other vaccine.

Pregnancy and breast-feeding
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
your doctor, pharmacist, or nurse for advice before you receive this vaccine.

Driving and using machines

CAPVAXIVE has no or negligible influence on the ability to drive and use machines. However, some
of the effects mentioned under section 4 “Possible side effects” may temporarily affect the ability to
drive or use machines.

CAPVAXIVE contains sodium
This medicine contains less than 1 mmol sodium (23 milligrams) per dose, that is to say essentially
‘sodium-free’.

CAPVAXIVE contains polysorbate 20
This medicine contains 0.5 mg of polysorbate 20 in each 0.5 mL dose of solution for injection.
Polysorbates may cause allergic reactions. Tell your doctor if you have any known allergies.

3.  How CAPVAXIVE is given
Tell your doctor, pharmacist, or nurse if you have been given a pneumococcal vaccine before.
Adults

You will receive 1 injection (1 dose of 0.5 mL).
Your doctor or nurse will give the vaccine into your upper arm muscle.

If you have any further questions on the use of CAPVAXIVE, ask your doctor, pharmacist, or nurse.

4.  Possible side effects
Like all vaccines, CAPVAXIVE can cause side effects, although not everybody gets them.

Serious side effects

Rare (may affect up to 1 in 1 000 people):

CAPVAXIVE may cause allergic (hypersensitivity) reactions including excessive contraction of the
airway muscles causing breathing difficulty (bronchospasm). Get medical care right away if you have
symptoms of an allergic reaction, which may include:

o Wheezing or trouble breathing

o Swelling of the face, lips, or tongue
o Hives

o Rash
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Other side effects
The following side effects have been seen after the use of CAPVAXIVE:

Very common (may affect more than 1 in 10 people):
o Headaches

o Pain at the injection site

. Feeling tired

Common (may affect up to 1 in 10 people):

. Muscle aches (very common in people 18 to 49 years of age)
. Redness or swelling at the injection site (very common in people 18 to 49 years of age)
. Fever

Uncommon (may affect up to 1 in 100 people):
Swelling of lymph nodes

Dizziness

Feeling sick (nausea)

Diarrhoea

Vomiting

Joint pain

Itching at injection site

Chills

Bruising at injection site

These side effects are generally mild or moderate and last a short time.

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist, or nurse. This includes any possible side
effects not listed in this leaflet. You can also report side effects directly via the national reporting
system listed in Appendix V. By reporting side effects, you can help provide more information on the
safety of this medicine.

5. How to store CAPVAXIVE

Keep this vaccine out of the sight and reach of children.

Do not use this vaccine after the expiry date which is stated on the carton and syringe label after EXP.
The expiry date refers to the last day of that month.

Store in a refrigerator (2° C — 8° C). Do not freeze. Keep the pre-filled syringe in the outer carton in
order to protect from light.

CAPVAXIVE should be administered as soon as possible after being removed from the refrigerator.
However, in circumstances where CAPVAXIVE is temporarily held outside of refrigeration, the
vaccine is stable at temperatures up to 25 °C for 96 hours. At the end of this time period CAPVAXIVE
should be used or discarded. This information is intended to guide healthcare professionals in case of
temporary temperature excursions only.
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6. Contents of the pack and other information

What CAPVAXIVE contains

The active substances are:

- Polysaccharides from pneumococcus types 3, 6A, 7F, 8, 9N, 10A, 11A, 12F, 15A, de-O-
acetylated type 15B, 16F, 17F, 19A, 20A, 22F, 23A, 23B, 24F, 31, 33F and 35B (4 micrograms
of each type);

Each polysaccharide is linked to a carrier protein (CRM 7). The polysaccharides and the carrier
protein are not alive and do not cause disease.

One dose (0.5 mL) contains approximately 65 micrograms carrier protein.

The other ingredients are sodium chloride (NaCl), histidine, polysorbate 20 (E432), hydrochloric acid
(HCI; for pH adjustment) and water for injections. For more information on polysorbate 20 (E432), see
Section 2.

What CAPVAXIVE looks like and contents of the pack

CAPVAXIVE is a colourless, clear to opalescent solution for injection (injection), provided in a
single-dose, pre-filled syringe (0.5 mL). CAPVAXIVE is available in pack sizes of 1 or 10 pre-filled
syringes, either without needles, with 1 separate needle or with 2 separate needles per pre-filled

syringe.

Not all pack sizes may be marketed.

Marketing Authorisation Holder and Manufacturer
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, The Netherlands.

For any information about this medicine, please contact the local representative of the Marketing

Authorisation Holder:

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

bbarapus

Mepxk Ilapn u loym bearapus EOO/,
ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.o.
Tel.: +420 233 010 111
dpoc_czechslovak@merck.com

Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5 2780 247
dpoc_lithuania@msd.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +32 (0) 27766211
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: + 36.1.888.5300
hungary msd@merck.com

Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited.
TIf.: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@msd.com malta_info@merck.com

Deutschland Nederland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de
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Eesti

Merck Sharp & Dohme OU
Tel: +372 614 4200
dpoc.estonia@msd.com

EALGOa

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +385 1 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor ehf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvbmpog
Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)

cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371 67025300
dpoc.latvia@msd.com

This leaflet was last revised in.

Other sources of information

Norge

MSD (Norge) AS

TIf: +47 32 20 73 00
medinfo.norway@msd.com

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 5204 201

msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. . 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@msd.com

Detailed information on this medicine is available on the European Medicines Agency web site:

https://www.ema.europa.eu.
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The following information is intended for healthcare professionals only:

08TQ3W

e The vaccine should be used as supplied.

e Inspect the solution visually for particulate matter and discolouration prior to administration.
Discard the vaccine if particulates are present and/or if it appears discoloured.

e Attach a needle with Luer lock connection by twisting in a clockwise direction until the needle
fits securely on the syringe.

e CAPVAXIVE should be administered by intramuscular injection only. This vaccine should be
administered preferably in the deltoid muscle of the upper arm in adults, with care to avoid
injection into or near nerves and blood vessels.

CAPVAXIVE can be administered concomitantly with quadrivalent influenza vaccine (split
virion, inactivated) in adults. Different injectable vaccines should always be administered at

different injection sites.

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.
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22F 3808.1 (2998.2, 4836.8) 4228.4 (3629.6, 4926.0)
33F 5571.3 (4495.7, 6904.2) 5445.2 (4749.2, 6243.2)

CI : fRHEIXH

08VHNO

OPA GMT (95%CI)
1 Al Al
(= — k3 : 18~495%) (zA— R 1 : 60~645%)
Bl
1 162.6 (135.1, 195.6) 132.0 (117.7, 148.1)
3 42.1 (36.9, 48.1) 42.0 (38.7, 45.7)
4 1966.7 (1599.5, 2418.3) 594.5 (522.9, 675.9)
5 107.9 (89.4, 130.1) 96.9 (86.2, 109.0)
6A 3930.5 (3176.0, 4864.4) 1022.8 (896.1, 1167.4)
6B 4260.0 (3461.3, 5243. 1) 1250.4 (1102.3, 1418.4)
F 1872.8 (1564.2, 2242.4) 1187.2 (1064.4, 1324.2)
9V 6041. 4 (4962.5, 7354.9) 1726.7 (1529.2, 1949.7)
14 1848.4 (1514.7, 2255.7) 772.8 (684.7, 872.3)
18C 4460.5 (3584.6, 5550.4) 1395.3 (1220.9, 1594.5)
19A 1415.0 (1181.8, 1694.2) 611.3 (547.8, 682.3)
19F 654.8 (538.2, 796.8) 301.2 (266.7, 340.1)
23F 1559.2 (1208.1, 2012.2) 324.5 (277.1, 380.1)
SEN 3
8 867.0 (709.7, 1059.2) 508.1 (448.8, 575.3)
10A 4157.3 (3410.9, 5067.0) 2569.7 (2274.0, 2903.7)




OPA GMT (95%CT) 7210 13vPnCOHEREL » A #% D1g6 GMCOD Hk
iR N HERERT AR GMFR
Al Al bzl
(e 3 e 18198 (b L 6064 i (u8/mL) (ug/mL) (95% CD)
114 7169.3 (5735.7, 8961.1) 5419.7 (4737.7, 6199.7) ! 0132 4427 33.445 (26.374, 42.413)
3 0.115 0.531 4.605 (3.839, 5.524)
12F 5875.4 (4719.8, 7314.1) 3074.5 (2697.9, 3503.7)
4 0. 055 1.826 32.960 (25.331, 42.886)
158 14601.0 (3487.9, 6069. 4) 3019.0 (2562.8, 3556. 4)
5 0.058 2.779 47.565 (36.867, 61.368)
22F 7568.2 (5927. 4, 9663.2) 4482.5 (3862.7, 5201.8)
6A 0.173 4.070 23.587 (18.010, 30.890)
33F 7976.9 (6341.7, 10033.7) 5693.2 (4970.1, 6521.5)
_ 6B 0.105 2.354 22.421 (17.045, 29.493)
CL : X
7F 0.117 4.670 39.843 (31.473, 50.438)
% = =+ PR NI — B 35 >
17 1 3 ENEMMERER (3% TLAF—13KEEET) oy 0. 067 1.483 22,232 (17.426, 28.362)
RERFE Y 7 F BRI D 72\ 6% LA _E655m% AT O i 2 BR i 12
BUCTRI 5 U R 7 85 & 2 2 5 220601 % % uiﬁi\ 14 0.335 7.769 23.161 (17.179, 31.227)
#E@ﬁ%’ﬁ%%ﬁﬁ L7z, 7L —13KMEEEE (13vPnC) 1[H] 18 0. 168 5. 187 30.833 (24.008, 39.597)
0.5mLZ IEIfFRIPNAERE L7z, U A Z12IE, 1B, 18R A, 194 0. 196 7.616 15.354 (12. 116, 19.459)
PR, BB BEIRIE. IM SUXE NSRS O BTN 19F 0.217 4.315 19.892 (15.552, 25.443)
T YL i | S S D VA B (IE
HIVIE S ﬁﬁ#ﬂﬁ% (R AT 5 I T oW, TOMORE (T 23F 0.181 6.283 34.809 (26.436, 45.833)
fhl‘&kjtﬂ%k\ MEMEGERE, RS R SIEERE, RS AR

i CL : {ZHEIXE]. GMFR : (i V-84 %
BEENTZY, 185% L L65REARTE OFEMIE TIL, 13vPnCHEfE% 14 H

M GBS AET) (o, BT EHEA) ORIBISY X, 98/1464 UNR : FREREIC & S REMREED T
(67 1% TE@»H, Ehboik, & : 96/14561 (66.2%) . fE 17.1.4 ERNEMAEHER (B74710165K5%)

2 17/136f1 (12.5%) . K OYLEE : 10/13561 (7.4%) Tho7z, = HEf2~6 Ao rFEILS) 668651 [AHKI R T HEERE : 22601,
7‘:\ EHPEORBIRISY (2, 85/14561 (58.6%) THH LI, £hb 13vPnC (RHHRT 7 F2) BT HERERE « 22461, AHIAH PINBEFRERE ¢
DI, P55 47/14245 (33.1%) . M - 38/139%1 (27.3%) . BH 21861] Z X RUICIIEA(L ZEE RS = HF I G REGBR A i L
i : 33/14161 (23.4%) . T : 26/14141 (18.4%) K OBHEII - 7o
19/138%1 (13.8%) Td o 7=, 6mk Ll 18K AT O FEEEE TIL, BRIV TR Z13vPnCO 450, bl % #F4la]  ()[E1%afE & L C3[a],
13vPnCHEFELTH R (BEFEYM A &Te) 12, AT (EEHHAL) ORIK EANSaEE L U ClED) R FHAR U P PNEERE L 7=, & 15BRaRE
ﬁf\b) 1L, 43/52f (82.7%) TERH BV, EAbDIL, KN : 41/52 ®“TAM (BEMYHEET). B HFEC LY RIS ORBURNZ
| (78.8%) ., BEME : 16/475 (34.0%) . M ONLEE : 10/47{(] (21.3%) fliL, EREISISOFBRI. (FHAEMEK OGrade 3) (FRILDOEE
r&;oto Fo. RYMEORIFIRY 13X, 31/514] (60.8%) T & D CThoto, RFTORIBNIHERELI~28 (PR ICREHEL,
. ERLOX, JETS 0 18/48%1 (37.5%) . R : 15/49 41 GEAMIZI~50 (PR ThHotz, £72, 2HMORIRISITHERE
(30.6%) . BEJ : 12/490] (24.5%) M OFEEN . 7/48%1 (14.6%) TH %1~3H (PdefE) 2B L., FBElixl~28 (hRfE) Tho
~72 =9,
AR 11 FE2FI UGS OFEHLR
13vPnClz 4 inééﬁmﬂ” (22T, 13vPnCHEREL % A $%DOPA GMT ESAIRYY s
X, BERERT & BB L CER- L (R9), TG GERES (%)
13vPnCIz & F 1 5 A M IERIC DT, 13vPnCHEREL » H 1% D 196 i RHARE T HEA AT PR 13vPnCIz FHERR
GMCIZ., fﬁ*ﬁﬁl] r JZ|:$§€ LTJ:a’-i— L7 (2‘%10) ° m | A e Grade | & 2 Grade At iR Grade
mg | ek | 2 | | &k | 2 | #R | &Kk | 3
a) TRBRBNENET A TS L b0, FBREAT, SRREEL72< EBIA T4 o . o . - ]
D) XEER 7Ly L8l LB mE fa syl e LCR L, 1 225 (8.9 0 AR 0 224 (7500 0
b) {RHEH BT ATl L b0, BREAT, £BIKSESR EBIA THY ) : : -
TR 72 L) LHE LBREME R RS REE LTHE L, 5 93 170 0 915 68 0 99 187 0
¢) IgGlddirect Luminex immunoassay (dLIA) Z FVWNTHIE g (76.2) () (31.6) ) (84.2) )
e ; - 175 0 " 68 0 . 190 0
729 13vPnCOHEREL 7 H#D0PA GMT O ki .8 | 6Le) | O 6.0 | ()
[ rpE o S GMFR 189 1 69 0 189 1
15 Bl et (95% CI) Py Jen | P ey o | P e | 0
1 10 150 15.6 (12.33, 19.82) 154 0 - 62 0 148 0
P2 ey | o " we| o 2| @] o
3 11 62 5.5 (4.59, 6.54) 153 0 56 0 163 0
4 18 1113 61.7 (42.80, 88.99) i : w (68.6) ) 21 60 ) “ (73.4) )
iz 153 0 59 0 166 0
5 16 182 11.2 (8.69, 14.34) 3 222 (@.9) 0 L 0 221 75.1) 0
6A 59 2050 34.7 (24.39, 49.44) 175 1 51 0 171 0
Py 0 | B e o | B @y | o
68 74 1617 21.9 (15.71, 30.51)
1 225 % 0 217 3 ! 224 3 0
TF 169 2035 12.1 (9.84, 14.76) 2 (17.3) () (16.1) (0.5) (16.1) -)
I 37 0 25 0 38 0
9V 204 1386 6.8 (5.36, 8.62) @ 9 293 (15.6) 0 215 (1L 0 299 (.1 0
14 133 1756 13.2 (9.63, 18.04) fir 2 0 9 1 35 0
q 3 222 215 221
18c o 1675 2.7 (19,95, 36.86) g ey | O (10.2) | ©.5 (1.8 |
46 0 29 0 49 0
194 38 919 24.9 (19.05, 32.66) U e o [P len] o | P e o
19F 42 1107 26.6 (19.89, 35.63) 1 12 0 14 0 24 1
al DB ey o | T les | o | B own |
23F 14 700 50.4 (35.70, 71.16)
24 2 0 21 0 % 0
CT : SR, GUFR - &l ) [ R 2By o | P ey o | B wny| o

08VHNO



T (FEBERIE (%))
st A B T HERT AT 5 P N R 13vPnCHZ FHERT

S i 4 | Grade | #FMli | HFH | Grade | FHE F% | Grade
ik N 3 Y | &k 3¥ %" XN 3¥

3 222 18 ! 215 1 0 221 u 0

8.1) (0.5) (7.9 ) (10.9) )

4 218 0 0 212 a : 220 . 0

(13.8) ) (12.7) | (0.9 (14.5) )

' s 93 0 o7 102 0 - 100 1

(41.3) ) (47.0) ) (44.6) (0.4)

|, - 96 0 o5 90 0 - u7 0
IR (43.0) ©) (41.9) ©) (62.7) )
1 58 0 73 0 76 0
mlp S w0 | T ey o | | e | o
4 218 56, 0 212 o7 0 220 o 0

(25.7) ) (31.6) ) (25.9) )

61 3 54 1 59 4

B g fan | M e | 0s | P @y | ws
LA 223 % ! 215 % ! 222 n !
il (26.0) | (1.3) ©7.0) | (1L4) (32.0) | (0.5)
s 57 1 60 2 4 0
| ® e e | 0s | | ey | 0y | P (19.9) “)
4 218 4 ! 212 % ! 220 ol !

(22.5) | (0.9) (25.0) | (0.5) .7 | .9

1 225 - 0 217 o 0 224 o 0

(9.8) ) 9.7 ) (12.9) )

x| 2 223 4 ! 215 % ! 222 . !
o (20.2) | (19) 1s.1) | (L4 @L2) | (4
) , - 34 1 o5 33 2 - 4 2
(15.3) | (0.5) (15.3) | (0.9) (19.9) | (0.9)

) " 93 14 I 81 17 - 87 10

(42.7) (6.4) (38.2) ®) (39.5) (4.5)

a

b

c

) BT HEEL DR L=k

) HUEES THE) & LG Shiz9ig

FEAR NEIR - BENTen& 2 2

TESHEALISNR < OB & BSHIRSh 5

FERRIGR © RFOHER

BRI < 0% O R EEEICBEL (R 2R &7 < 25 1E L OBIREE (e 0
GBI D E 1k FE eV REE

37.5CLL L, 38.9CH~40.0COLAIC, EIEEAEE (Grade 3) & L7, iz, 141
DIRRBINHFIZA0CE 2 D REANE T T,

T IR < AR BRI S BRI YE | 263 2 e T BE 2 A & AR5
GolE IR MERRAE & UC, MIElaEL » A % D IgCHuARE0. 35ug/mL (X
IXRSE O BERIL) AWHOD IR SN TVDY, Afl 2R FHfE L
7o & Z OWEleEE K QMBI % O TeGHUARIR EE A BUEHIZE LTz
TRBRBINE OEIEIL, EHEH60. 2~100. 0% 91, 7~100. 0% T
ol (RIZROFEI), Fi=. FIE%fEth kOB 04 MiFi
X9 516 GMCIE, ZHZN0. 42ug/ml (IM{ERIEB) ~6. T7ug/nL
(fnyE%I158) . 0. 97ng/mL (ifyEHY3) ~18. 45pg/mL (3% 15B) D
#HEHTH-T2Y,

12 AF (R TFERE L EMANERE) UL 13vPnCE THEROT)

[i] 62 1 Vit 2% BR TR L3 28 D TG R AR FE 2SSl DA EMR I 3 L
inREInE oflE ()

ERNCHE LT TgGHUR IR 1 LI AR BN OEIA” AF R T AR K O

e (%) (95%C1) 13vPnCEZ FHEFLLZ 35
JiiREEEiT)
FaEIEDE ()
ESd AR AFINGAPNEERE | 13vPnCH THERR (95%CT)
H3 3757

. 97.7 92.0 99. 1 -1.4

(94.8, 99.3) (87.5, 95.3) (96.8, 99.9) (4.4, 1.3)
5 96. 4 95.3 99. 1 -2.7

(93.0, 98.4) (91.5, 97.7) (96.8, 99.9) (-6.2, 0.1)
A 96. 8 94.8 99. 1 -2.3

(93.6, 98.7) (90.9, 97.4) (96.8, 99.9) (-5.6, 0.5)
s 92.3 93.0 97.3 -5.0

(88.0, 95.5) (88.7, 96.0) (94.2, 99.0) (-9.6, -0.9)
6 90. 0 94.8 98.2 -8.1

(85.3, 93.7) (90.9, 97.4) (95.4, 99.5) (-13.0, -4.0)
o8 87.8 82.2 96. 4 -8.6

(82.7, 91.8) (76.3, 87.1) (93.0, 98.4) (-14.0, -3.7)
- 95.9 94.8 99. 1 -3.2

(92.4, 98.1) (90.9, 97.4) (96.8, 99.9) (-6.8, -0.3)

08VHNO

ERNCHE L7 [gGHUR IR 1% LI IR BN OEIE" ES a2 9/30)
- (%) (95%CT) 13vPnCEZ FHERRIC 3
- - - FHEGOE %)
ARF R T B ARAIRGANHEERE | 13vPnCR FHERR (95%CT)
95.9 93.0 98.6 -2.7
9y
(92.4, 98.1) (88.7, 96.0) (96.1, 99.7) (-6.4, 0.4)
96.8 96. 2 97.7 -0.9
14
(93.6, 98.7) (92.7, 98.4) (94.8, 99.3) (4.4, 2.4)
96.8 94.8 99. 1 -2.3
18C
(93.6, 98.7) (90.9, 97.4) (96.8, 99.9) (-5.6, 0.5)
191 99.5 99.1 99.5 0.0
: (97.5, 100.0) (96.6, 99.9) (97.5, 100.0) (2.1, 2.1)
100. 0 100. 0 100. 0 0.0
19F
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.7, 1.7)
- 89.6 88.7 93.6 -4.0
(84.8, 93.3) (83.7, 92.6) (89.6, 96.5) (-9.5, 1.2)
B
99.5 99.5 0.9 5.9"
8
(97.5, 100.0) (97.4, 100.0) 0.1, 3.3) (3.0, 10.0)
Lo 60. 2 59. 6 1.8 -33. 57
(53.4, 66.7) (52.7, 66.3) (0.5, 4.6) (-40.7, -26.2)
100.0 100.0 2.7 6. 4"
11A
(98.3, 100.0) (98.3, 100.0) (1.0, 5.8) (3.8, 10.4)
LoF 74.7 74.6 0.9 -19.0"
(68.4, 80.3) (68.3, 80.3) 0.1, 3.2) (-25.7, -12.5)
99. 1 98.6 8.2 5.5"
158
(96.8, 99.9) (95.9, 99.7) (4.9, 12.6) (2.2, 9.6)
100.0 100.0 0.9 6. 4"
22F
(98.3, 100.0) (98.3, 100.0) 0.1, 3.2) (3.8, 10.4)
- 95.0 92.5 3.2 1.3"
(91.2, 97.5) (88.0, 95.6) (1.3, 6.4) (-3.2, 6.0)
CI : {SHEXH

a

b

) HENCHLE L7 TeGHU IR FE 28 M 1586125 L CI0. 23ng/mLEL b, (i B6BIC % L Tl
0. 10pg/mLEA F, MiERLI9AICKS LCI0. 12pg/mLLA k& L, ZR LSO ARANE 25 i
TR L CIR0. 35ug/mLEk BIC i L7 IBBRB N OFIS

SEANMAE R R L CId13vPnCRz FHERRIE T 0 363l L 178 O FrRi IS BUAE U 72 TeGHii e e 12
HELZIRBRBNE 0BG O 5 b, MIER3% RO 2B b ARUME (MEB2sF, 93.6%) %%
BOFERKOCIOHE I LT,

13 AK (R TERE L IIMRAERE) UX13vPnCE THE OB

TIN5 1 (it 98 BRERT L3 0D TG HL A BE 28 SRl DA EMRIC 3 L
inREInE oflE (h)

WRCHE LI LeGHURIRIEIC 1 L 1B BB IE O FIG” ARH BT AR O
e (%) (95%CT) 13vPnCR FHERTIZ 5
e ] B . - FBEA D
AFE TR | AAIGANEERE | 13vPnCH TR ® (95%CI)
L3 1 75 7
. 99. 1 98.6 100.0 0.9
(96.7, 99.9) (95.9, 99.7) (98.3, 100.0) (-3.3, 0.8)
5 91.7 91.5 98.6 6.9
(87.2, 95.0) (86.9, 94.9) (96.1, 99.7) (-11.5, -3.2)
A 100.0 100.0 100.0 0.0
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (1.7, 1.7)
s 99.5 99.5 100.0 -0.5
(97.5, 100.0) (97.4, 100.0) (98.3, 100.0) (-2.6, 1.3)
6 100.0 100.0 100.0 0.0
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.7, 1.7)
o 100.0 100.0 100.0 0.0
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.8, 1.7)
- 99.5 100.0 100. 0 -0.5
(97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
ov 99.5 100.0 100.0 0.5
; (97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
u 99. 1 100.0 99.5 -0.5
(96.7, 99.9) (98.3, 100.0) (97.5, 100.0) (-2.9, 1.7)
18c 99.5 100.0 100.0 0.5
(97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
™ 100.0 100.0 100.0 0.0
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (1.7, 1.7)
L9F 100.0 100.0 100. 0 0.0
; (98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (1.7, 1.7)
938 99.5 99.5 100.0 0.5
(97.5, 100.0) (97.4, 100.0) (98.3, 100.0) (-2.6, 1.3)
ER Rl




HATCHUE L7 LeGHifRil BT L1 BB 0 FI A ARHN TR K O
e (%) (95%CT) 13vPnCR FHERTIZ 5
A - A - - F B0
KU THERL | AFUBRNEERL | 13vPaCRFHERR | o (osucn)
s 100.0 100. 0 3.2 0.5"
(98.3, 100.0) (98.3, 100.0) (1.3, 6.5) (-1.3, 2.5)
Lo 99. 1 99.5 0.9 -0.57
(96.7, 99.9) (97. 4, 100.0) 0.1, 3.2) (-2.9, 1.7)
A 100.0 100. 0 5.9 0.5"
(98.3, 100.0) (98.3, 100.0) (3.2, 9.9) (-1.3, 2.5)
. 98.2 98.6 0.0 -1.49
(95.3, 99.5) (95.9, 99.7) 0.0, 1.7) (-4.2, 0.9)
158 100.0 100. 0 8.6 0.5"
(98.3, 100.0) (98.3, 100.0) (5.3, 13.2) (-1.3, 2.5)
- 100.0 100. 0 1.8 0.5"
(98.3, 100.0) (98.3, 100.0) (0.5, 4.6) (-1.3, 2.5)
- 100. 0 100. 0 2.7 0.5
(98.3, 100.0) (98.3, 100.0) (1.0, 5.8) (-1.3, 2.5)

CI: XM

a) FATNCHE L7z TeGHA i 23 M BI5 12 % L Ci%0. 23ug/mLLA b, g BI6BIc%h LTl
0.10 pg/mLEA b, MiFERI9AIZ%F L TIR0. 12pg/nlll B & L, FHRLSOAFIZ G END
MENT % L Ci0. 35ug/mLEL BIZ i L7 BBRBINFH O FEIA

b) HE AT

) BN IFAN % U C I 13vPnCR F EERIRE C o> & M oo Feaiflc e U 7= TeGHUARIE RIS
BELIBBREBME 0BG O S 6, MIEM3 &R 2 bRV VE (%14, 99.5%) %%
BOEKROCIORHIZHER LTz,

17.1.5 B EMAEHER (B74710115K8%)

b2 A OEFEILL V199761 TAFIFS AN BERERE © 10044,
13vPnC (XHHRD 7 F ) AN EERERE : 99361] % %t 5l SEAE 21k
CHERE SFHIEE RS A i L7,
KRBV TARAI L 13vPnCO 0. bml % FH4[a] (FEIsaRe & LT3
[, B s LCLm) RN L72Y, S IBRasEEmsgT B W
(AN EA2ET), BFHECEVRIFUSOFEHRRRAZFTIML, =
REIRISOFBURGL (FR A K UGrade 3) [ERUDOLERY TH
ST, BFFORIFG I HEREGI~20 (PfE) (S L. Hiti
F1~2H (FHRfE) Thotz, £, EHMORIRGITEREEG1~2
A (hdefl) (B L, FrgcifliZi~3A (hdfE) <Tho7z?,

K14 FRREIBUEDFEBLIRDL

FEBIE GEBEIS %)
- AT P PSR 13vPnCfif; I HE R
[E | AFE =g " Bl H4 "
g | e | T e | ap | Oded
1 993 253 0 974 240 0
(25.5) (24.6)
2 940 218 0 924 2 0
(23.2) (26. 4)
TR
3 914 232 0 901 245 0
(25.4) (27.2)
194 217
* 826 (23.5) 0 815 (26. 6) 0
1 993 163 ! 974 183 0
(16. 4) 0.1) (18.8)
2 940 116 0 924 160 0
(15.5) (17.3)
HiEf
3 914 156 0 901 159 !
(17.1) (17.6) 0.1)
123 141
* 826 (14.9) 0 815 (17.3) 0
1 993 488 ! 974 441 0
(49.1) 0.1) (45.3)
2 940 414 0 924 385 0
TR (44. 0) (41.7)
L 353 351
3 914 0 901 0
(38.6) (39.0)
4 826 295 3 815 292 0
(35.7) (0.4) (35.8)
. 993 242 2 o7 233 3
(24.4) (0.2) (23.9) (0.3)
P 248 2 217 5
REBOR | 2| 900 (0.2) 924 | (955 ©.5)
188 4 202 3
M e (0.4) OL (g0 ©.3)

08VHNO

FEEBE (BBES %)
srl ARFI 75 P PR 13vPnCHj A NHEFE
% AT = 5 FHAT L3 5
% i ik Grade 3” B o Grade 3"
. a6 205 3 815 205 6
(24.8) (0.4) (25.2) 0.7)
. 993 667 9 o7 643 11
(67.2) (0.9) (66. 0) (1.1)
) 010 514 7 924 514 8
(54.7) 0.7) (55. 6) 0.9)
FERRLE4 N
5 ol 403 5 901 397 8
(44.1) (0.5) (44. 1) (0.9)
326 5 322 5
! ©.6) 8151 (30.5) 0.6)
. 993 704 45 o7 698 38
(70.9) (4.5) (1. 7) (3.9)
673 38 636 39
L (71.6) .0 924 (68.8) 4.2)
S
5 ol 589 16 901 568 20
(64.4) (1.8) (63.0) (2.2)
504 22 498 11
4| 8% (61.0) @ 815 ) )
. 993 102 7 o7 73 3
(10.3) 0.7) (7.5) (0.3)
) 010 163 21 924 151 20
(17.3) (2.2) (16.3) (2.2)
R
5 ol 115 13 901 123 17
(12.6) (1.4) (13.7) (1.9)
. w26 120 22 815 114 24
(14. 5) 2.7 (14.0) (2.9)

a) T HEEL Y RHE L7 6

b) EAEEES TEEE) & LTHESN-HE
FER, IR © RN TenZ X 5
FESFEATI « OB E BSHIR S 5
ARPGR  REOHES
REARSEIN < 5@ % o AR TEENICBL (BUG) 2R S7e< 72 213 E ORIk (REIR 8 N)
GyRIE L Ik F 2Ry kAR

c) 38.0CLLE, 38.9CH#~40. CCOHAIT, FREENTE (Grade 3) & Liz, Eiz, AFAl
HERRRECOMI, 13vPnCEERERE CLEIOIRBRBINF 1Z40C A 2 2 AN U,

SRR © AR BRI 2 BRBE REE (63 2 e TR L L FRRE T 5
B FMEREAE & L C, WIS L 5 A 1% O TeGHUA I EE0. 35ug/mL
U OBIEME) 2WHOBIBRENTVDY, AHI ML
7o & & OWIEIGIE K& OB INSa5 % D LgCHU AR EE S HLEMEIZ 2 L
TIRBRSINE OEIGIEL, T EN52. 1~98. 3% &% 73, 6~99. 9% TH
Sz (RIBKRUVFELE), £z, WIEIGE % & OB % O MG
TNZ%I4 5 1g6 GMCIE, TNZEH0. 36pg/mL (IM{ERI3) ~4. 40pg/mL
(M EHL15B) . 0. 56pg/mL (IfiERI3) ~12.59pg/ml. (MiEHL15B) @
#HHHTH-72Y,

F15  ASHI 5 P PHETE 11 3vPnCAR P R 0 1) 0] i 158 % L 2 i 4 BR 1A
MR O TgCHUARNR L DS HRTO I EMIZE LIRS INE OEIE
(%)

PR HUE LT LgGHUARIREE I L2 TRBRBINE O | AREIFH A NBER L O
. EIEY () (95%CT) 13vPnCAl PNEERRLZ
iR
- - B BEEDE
AT 5 P N R 13vPnCHj A NHEFE %) (95%CT)
S 1.y 1Y
. 79.8 88. 4 -8.6
(76.9, 82.5) (86.0, 90.5) (-12.1, -5.1)
5 52. 1 67.6 -15.5
(48.6, 55.5) (64.2, 70.8) (-20.1, -10.8)
. 79.7 88. 2 -8.4
(76.8, 82.4) (85.7, 90.3) (-12.0, -4.9)
5 82.5 86.8 -4.3
(79.7, 85.0) (84.2, 89.1) (7.8, -0.8)
6 93.5 95.9 -2.4
(91.6, 95.1) (94.3, 97.2) (4.6, -0.2)
o8 88.3 92.4 4.1
(85.9, 90.4) (90.3, 94.1) (7.0, -1.2)
- 96.6 97.6 -1.0
(95.2, 97.8) (96.3, 98.6) (2.7, 0.7)
ov 81.9 89.8 -7.9
(79.1, 84.4) (87.5, 91.8) (-11.3, -4.6)




FRMICHUE U 72 LeGHURIR LI L7 TRBRSINE O | A AN R R OY FRATCHE U7 TeCHURBL I 33 LIZIRBRBINE O | AHIAT A NBERE R O
e EIEY () (95%CT) 13vPnCA A N HERTLC b FIEY ) (95%CT) 13vPnCA PN BERRLZ
Y Y
- B BHEGDE N N BUBEEOE
AHIN 155 P N BT 13vPnCHH A INEERE (%) (95%CI) AHI 1 P N BT 13vPnCHl A N EERE (%) (95%CI)
" 93.4 94. 1 -0.8 - 98.8 4.2 1.6”
(91.5, 95.0) (92.3, 95.7) (-3.1, 1.6) (97.7, 99.5) (2.8, 5.9) 0.2, 3.2)
92.6 93.1 -0.6 95.2 0.3 -1.9”
18¢ (90.6, 94.2) (91.2, 94.8) (3.1, 1.9) 12¢ (93.5, 96.6) (0.0, 1.0) (-4.0, 0.0)
191 97. 1 98. 1 -1.0 158 99.7 4.6 2.6"
(95.7, 98.1) (96.9, 98.9) (-2.6, 0.5) (99.0, 100.0) (3.2, 6.3) (1.4, 4.0)
96.9 96. 6 0.2 99. 6 1.5 2.4
19F (95.5, 98.0) (95.1, 97.8) (-1.5, 2.0) 2r (98.8, 99.9) 0.7, 2.6) (1.3, 3.9)
- 77.9 85.5 -7.6 - 99.5 1.7 2.3"
(74.9, 80.7) (82.9, 87.9) (-11.4, -3.9) (98.6, 99.9) (0.9, 3.0) (1.1, 3.8)
BEVII IR Tpi) CI : {3 X
a) FRTCHLE U 72 TeGHUARHE FE 23 il 5 1% L TI0. 23ug/mL Lk b, M RL6BIZ % L CTid
s 96. 8 85.5 11.2” 0. 10pg/mLEA b, MEEII9AITKE L CIX0. 12pg/mLLL & L, 2R VS OARFNCE £ i
(95.3, 97.9) (82.9, 87.9) (8.6, 14.0) RN & L CI0. 35ug/mLEA EIZ5E L7 iRBRBINE OFI&
82,2 5.5 ) b) EANMLIEAY Tk U ClE13vPnCRE C oD 3 ML B O F AT BUE U 7 LeGHUAR B 121 L 721R
10A (79.5, 84.8) (82.9, 87.9) (-6.9, 0.3) BRBMEOFED S B, MIFAE RO B IROE (R, 97.2%) ZHIGOERY
CIDF I L=,
A 92.7 85.5 7.1”
(90.7, 94.4) (82.9, 87.9) (4.2, 10.2) 18, EaE
. . EshEE
67.5 85.5 -18.1
12F (64.2, 70.6) (82.9, 87.9) (-22.1, -14.0) 18.1 1ERtFF
98,2 .5 7 RANX, F v VT X R T DR Sl & L 72 20/ O i
158 (97.0, 99.0) (82.9, 87.9) (10.2, 15.4) HOMRERFERERY > T4 NGRS 5, RRIOBEMIZED,
22r 9.3 5.5 12.8" WYYy BT A RIZHET B THINBEAFE O 5% I K ORI 7
ors 90 SR tes 159 BRSNS 54 Y =1k, Bk
86.7 85.5 11" ALtk 5 e e 5 B
aaF 1 w50 o o) o (T R OB R R 2 ARE L M BREBYSIE D PR 59 20 %

CI : fRHEIX[H

a) FATNCHE U7z TR i 23 il BI5 12 % L Ci%0. 23ug/mLLA b, g BI6BIc%h LTl
0. 10pg/mLEA F, MiERLI9AICKS LCI0. 12pg/mLLA k& L, ZR LS OARANE 25 i
TR L CIR0. 35ug/mLEk BIC i L7 IBBRB N OFIS

b) GBSk U Tl 13vPnCRE C o 3 ML B O F AT BUE U 7 LeCHUAR B 123 L 721R
BSMEOTIGO 5 b, MIFEM3% Rz bIRVE (IERI23F, 85.5%) & &G DHEK
OCIOFEHNTAE T L7,

FK16  AHI P N ST 13vPnCHT ) PN BERE O B N 5005 1 | il 28 BR T
M2 D TG AR FE 23 SR O BUE I L7 IR B OFIE

(%)
FRNCHUE U 72 eGP URIEE IS E L2 TRBR SN O | AHIH AN BERLR OY
- BB 0 (95%CT) 13vPnCA I N HERRIC
e D ) B HHGOE
AF i A N R 13vPnCA P PIHEFE ®) (95%CT)
Bl
. 94.3 97.2 -2.9
(92.4, 95.8) (95.7, 98.2) (-5.0, -0.8)
5 73.6 85.8 -12.1
(70.3, 76.8) (83.1, 88.2) (-16.2, -8.1)
A 98.9 99. 1 -0.1
(97.9, 99.5) (98.1, 99.6) (-1.3, 1.0)
s 97.9 97.7 0.2
(96.6, 98.8) (96.4, 98.7) (-1.4, 1.7)
6 99.5 99.7 -0.3
(98.6, 99.9) (99.0, 100.0) (-1.1, 0.5)
o 99. 1 99.5 -0.4
(98.1, 99.6) (98.6, 99.9) (-1.4, 0.6)
- 99.5 99.9 -0.4
(98.6, 99.9) (99.3, 100.0) (-1.2, 0.3)
ov 98.5 98.9 -0.4
(97.4, 99.3) (97.9, 99.5) (-1.6, 0.8)
u 98.9 99.5 -0.5
(97.9, 99.5) (98.6, 99.9) (-1.6, 0.4)
18c 98.9 98.7 0.3
(97.9, 99.5) (97.5, 99.4) (-0.9, 1.5)
191 99.9 99.7 0.1
(99.3, 100.0) (99.0, 100.0) (-0.5, 0.9)
LoF 98.8 98.9 -0.1
(97.7, 99.5) (97.9, 99.5) (-1.3, 1.1)
- 97.2 98. 1 -0.9
(95.8, 98.3) (96.9, 99.0) (-2.5, 0.7)
SEN
s 99.5 4.7 2.3"
(98.6, 99.9) (3.3, 6.5) (1.1, 3.8)
Lo 97.7 2.0 0.6"
(96.4, 98.7) (1.1, 3.3) (-1.1, 2.3)
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Jo. AEV—BMMROEAZFET L LIk MRERE IR
B RniE A RS S B 10,

20. ERLEDFEE
VY VAR ET D L, VY VR TTRE LI
B FRP OB EE LI K RDBEAND S,

21, EBEMH
IR ) A 2 BRI A RO b, WO IHT S T b,

22. |@%
13U Y 0.6mL 1A

*23. EFEH

D WNRAMERERED 7 F o kOe 7T 7 F oD FRIZ OV TO
QA (EAETBE EFRRMEIEIER. EIH AR L2 R
https://www. mhlw. go. jp/stf/houdou/2r98520000016ywl. html

2) FENEE . 7L — KRR TSNS IR (F—7 v
Bk, HSCTAZ1F 7=, 6115A1-30037KH5%)

3)  HNEEL : EERLFRZBIAHRER (B74710097Ek)

4)  ARNEER  WEAMEIMRGER (BT4710073K0R) fHBLE R

5) FWNEEL . 7L A_F IR MR E NS IR (F—7 i
BR. AR, B18511723ER)

6) ENEIFHER (BT4710163488) (202443 A 26 A /KGR
CTD2.7.3.2, 2.7.4.2)

7)  WHO Expert Committee on Biological Standardization. Annex
3, Recommendations to assure the quality, safety and
efficacy of pneumococcal conjugate vaccines. In : WHO
Technical Report Series No 977, Sixtieth report, 2013.
Geneva, Switzerland : World Health Organization. p. 91-151.

8) WHAMESTIAHABR (B7471011588%) (20244E3 F 26 H 7K
CTD2.7.3.2)

9) LR MBS IAHAER (BT4710115W8Rk) AlBhE K

10) Pilishvili T, et al. : Vaccine. 2015 ; 33 (Suppl. 4) : D60-D65

11) Clutterbuck, E. A. et al. : J Infect Dis. 2012 ; 205 (9) :
1408-1416
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ok 20244 2 HEET (55 4 1)
*2023%F 6 AAET (38 3 MR RWRELE., AN UHEEHE)

BpE 1 2~8C. HEz#Irs2 &
4 BRHAE - #EH» 536/ H

HED I F V%

BAEEERIEES
876311

30400AMX00410000
2023% 4 A

ERBS
ARFERasE

EYFHRFIBHE
LR SIEARIRERE ST D I F
(BESUEEY ITTUT7SHREEH)

AP HR B
B S
MTEERIES  EE—EMEOLTTEIC
FOHERTAHIE

IND ZAINYR K

VAXNEUVANCE®Aqueous Suspension Syringes

axEvyLy

2. BRENESE (FHEEZSIT2C ENEHTRLE)

2.1 KFIORARZTT7TFIT hE VA REET 7 F Icnt
TAHT7FTT4T7F 2B LENHBHZENVHL D
T

22HO P LRFEAERELTVDEE

23 BELZABBRERBIIPP o TWA I ENHL P ZE

2.4 FERICEF2EDIFD. PHEELZITY 2 EARNEY R
REEICHZHE

3. REEOBERUHER - IR

3.1 REDHE
AFNE, [3.2 MHER] OIEITRT I STEEOMIER O it 53R %
BUBNCHEER L. SROMRIREFRBER) v h I REHH
L. B85, ChoOMRKEFBER )Y T Rzl
ANC@BI VRS MY T LATEELEL, BT 2 kick
DFrVTHUINT7ECRMior EFEASE D, CRMiorlFHIR
ZPseudomonas fluorescens (HE#ECS472-030) 12L&V
BEETIESHEELRY 7TV THERTH D, B UM
HRERY Y v H 514 F-CRMiodE&EIE, 7YaNY bT
BBV VBTNV IZTLIRESE., #ANLT 5. KA
REEFRBER Yy h T4 FOBBETRET, 7 T IAHRKRS
(HYFIVE) ZHOTHLEERZERAL VWS,

3.2 #8R%
WR7e%
BRI
A

a8

NTZa N AKEREES Y VY
i REREFEAR U Y v 154 F-CRMiordsE & 1K
0.5mL
i REREFAEAR ) B v h 5 A RIER
HiRBREFMEAR Y H 54 FIiER3
iR EREFRMER Y H v 54 RIER4 : 20ug
iR EREFRMEAR U H 54 FIERS : 2.0ug
R BREFRMEAR Y H v H 54 FIIER6A : 2.0 ug
Ffi REREFREAR Y B T A FITER6B : 4.0ug
iR EREFRMEAR U > H 54 RIERI7F : 2.0 ug
iR BRE AR Y H v 554 FIERIOV : 2.0ug
FfiREREFRAEAR ) B> h T4 FIERL4 : 2.0ug
iR ERE MR U h 54 FIERI18C : 2.0ug
HRBRE MR Y v 554 FIERI9A : 2.0ug
i REREFRAEAR Y v 554 FIERIOF : 2.0 ug
iR ERERAEAR U > 554 FIERI22F : 2.0 1 g
i RBRE R Y 5w 5154 FIMERI23F : 2.0ug
iR ERERAEAR Y 554 FIERB3F : 2.0 ug
CRMuo7 : #9330 g (#2827 EEELT)

120ug
:20ug

WAl ¥k UYL 0 4.50mg

RYYVLAR—=120: 1mg

L-eZ2FT > 1 1.50mg

L-v AF ¥ VIERIE/KAY © 0.056mg

156Rs - EE

VBT NVIZT A 1 125ug (FLVIZTLELT)

3.3 REIOMRK

BR5E 44 NI Z 2NV AVKEREE Y Y

pH 5.3~6.3

B 1 (EFRIERICN T 2 )

RN RVIEES L EAREOHELBEBR

08NHMV

o MsD
* 4. SIREX [FRIR

O EhMEXFMRNKBICLDERRICEETZIIUIINENEE
ABNZECHITZMMAIRE (MBR. 3. 4. 5. 6A. 6B.
7F. 9V. 14, 18C. 19A. 19F, 22F. 23FKRU'33F) IC
KB REFHED T

O NRICHIFDHXIKE (MERT. 3. 4. 5. 6A. 6B. 7F,
9V, 14, 18C. 19A. 19F. 22F, 23FRU33F) L&D
(REMERIYEED T

5. ZREXR (FRHRICEHET Z3FR
5.1 RANZE TN TV 2 MFERM LS Ol RIRE T & 2 BREYE X
OEREIC L DBIIEZ T H I LIITE R,
5277V 7 OFMEEICERT S LIZTE R,
#*5.3 i RIREIC K HRBICRET 2 A/ PENEEZEZONLH
Ll IR &5 mREBOE 2169,
- BN ORE, RE. FREXIIBERE
- FERRR
C EREEE L BBBRICK D REAERETH L RITZ
DREDPFEDNSHE
 FERIYI B R HETAE
© FRRRMEREX X T DD BREANET /10 ¥ UAE
- ATRE QR BHHRIRSE O FEZENERICK D 4
RBIEREPET L7z &
« LERDSCERIS AR OEE 2 D E RO 1E

*6. AERURE
(GEIMEXIFRIKEICLZERICERIDURINEVNEER
512 18U LDE(CH T DHHRIRE C K D BRFIED TR
1[8]0.5mLZ AFANICTES S 5o
FIRIRBICKDERICEBIDURINBNEEZEZISND18
BARBDE BT BIRIREC K 2 BRRAEDTBA)
1[E0.5mL% B R XUIFANICIES T 5,

CNRICSHF B FRIKEC K B IRERIERREAED TR

- #)lEI%yE EE, 1[0E0.5mLd D %3[E, WIhb27HEL L
DR TR T XUSFHAPICES I %,

- BANSeE EE . 1E0.5mLZ 1Rl BRI IS
%o 722U, EEEMED? S60HMM Loz B <,

7. BERUHAEICEEYT 3R
GhEEHE)
7.1 EIbsHEE
BERiPSREERDIGEITIE, M7 7 F 2 ERIRICHERT
HIENTES, [14.1.1, 14.1.2, 17.1.5 2]
* (MRS T BIHRIKE [C K DIZRIERPED TR
*7.2 WRENRE - EENH
KA OEMEIF 2D Al E18S AR OMICH 2 F /TS
BHEE L2 AN E7h Rl Rl cHEZMIT 5 2 &
272U, SEIBEEICOWTIE, 122 RS TICTE T L,
BiNREIE 120 A Dl B E L TI2~ 152 AR
152 &,
T/ BERELNEIOH L TR DUN ORI R A ORI &
DEFETLIENTE S, [17.1.6 ZH]
(1) 7Bt E12h BEKiE
- FESEE : 1H0.5mLd > % 2[E, 27HEL EOMIE TR
TFXIZHAPITIER T 2.



- BA0GsZE ¢ 1m0.5mL% 16, 26 H o#E/E%60 H RN L
O T. 122 AU, BT UIHANICESRT %,
(2) 12 A& 240 BEsER=E
« 1[H0.5mL3 > %2[H, 60H LR TR TXIEHA
PHICES T 5,
(3) 24 B#EUE18mKE
« 1[E0.5mL% B N UIAANICES T %,

*73 MRHREEER T 7 F D OBEAr V2 —)LOF T, 13
MR RIRERE AT 7 F I & 0 B2 BhBE. RPTAH
ICKAERICTI D Z BIBE12IF. TR0 OEREEIE 2 AHNIC
KEET R L,

8. EEREAIER

8.1 RElZ [FHEEERKMAR] KU [EHHEEERSE] 18
WLUTHEAT S &

8.2 WiEER ICOWT., BERICHIT . MERUEE (H2.

FLE) LK THREREEZFANRSZ &,

*8.3 WiHEEE ., TONESE IIMFRESIC, BEYH BB ES)
BN %E%u%m@ RB. o, BEBORBEERIC
BHEL. RIMORERISRCAFAOE., SHICHE, BESE
DODRERERZE LB EICIIEPPICEMORZEL2ZT 5
KOHFICHI SR Z &,

0. BEDNERZEITDEICEHTIEE
9.1 BEEIEE (BEOHRZTSICKL. TREETDE)
m%ﬁ%#&@u?n#_Mé?ét 2HOHNBGEEIE. &

FRERCFEZHREL . RERVOEEESOHE 2 EHEIC
T FHEEOMEE, E'Hiﬁﬁ\ BRI VLT R

BHZTW, FBRZHEEICELLET FELTEETSZ L,
9.1.1 BEICRBALDEMIBREINTNRIERTIEEECL
KUERBADEDED WNDE
REMEEELZZ I TWAE, GEEIE(EL TS
TRARRNORBERIEPERNT S LDH 5, [10.2 &
g]
9.1.2 DEMEREKE. BlEEE. FEEES. IHKEE. %5
BEEEOEREKEZEIT3E
[9.2. 9.3 HF]
9.1.3 FHHEECEER2BUAICRADH SNIEERUEE S
BHEEDT7 VI F—ZRSEREELIENGDE
9.1.4 BEICEEDHREDH2E
Q15 ARFDHANIEITTUT7 hFVA RSEDIFVICH
ULT7UIF—ZE2ETE2BZNDHDE
9.1.6 MUVREAME. BREREDH3E. MREEEEHETL
TW\3%E
HAESH OO B ZND D 5.
9.2 BikfEEEZHE IS
BEELEE TH 5.
9.3 FHkaeE=EZEI &
BEEEEETH 5.
9.5 i
R ASEIR L T W A ATREE O B 5 ctEICiZ, FHiERE Lo
BN a2 L2 SRS N BI5EIC
9.6 =R
FHEELOAREROCBARBOEREZEE L. BAD
Mt IEh ik 2 et g 5 2 & AFIA L NBILFICKITT S
PEPIINHATH S,

*9.7 INR
(HRFFICLDREICBRETDURINE
[CHF B EHRERE T &K B RERAEDTBA)

9.7.1 3WMAMDE ZNR E U= FERRERIIEM L TV,
(UNBICBITF DRIREC & B IZEEMERCRAED FRA)
9.7.2 B EARIMDHE Z MR E U ERRBIIFERL TV,

10. fBEFHA
10.2 HAER (HAICERT BT L)

[9.1.2 2]

[9.1.2 28]

WEEZ5N3E

HHBE BARRER - HEEAE | BT - BlRET
IR E BUARE ARG AME T | T HI 0 72 16 %
TR B ST THUREELIHZ. (RITTWVIHIIRE
REBFEHLA WRESIIHI S . AR
7L LA Aloxt 9 2 E IR %
a2 1 PEFLTWBZ &
INFIARATUA R D,
CZAVA L5
G AR E A
[9.1.1 2]

08NHMV

DHEETHI &,

1. BIRI
WROBIRIENH 5 DONB I ENDHHDT, BEEZ+7ITITV,
BEISPEOONIZEAICITEY ZLBZITH &
1.1 EXGEIRIG
M1 Yavd, 7FT7453FY— (BEEAHFED)
Yav i, 7FI745F—REOEEOTLILTF—K
B HSbNBEZENH DB,
1) ARHF & ORRBEGR %R T RER AR
NTWRWIZOHEERAE Lz,
*11.1.2 &8 FMEEREZS0) (0.3%*?)
H2) FHBSEE I NEENRE L
L7z,

*11.2 ZOfDEIRIG
(GHEBEXIFHREEICKDEREICEETDIURINEVNEE
ZAH5NB18BULDBEICH T DHNRIRE T K2 EEED T

10%LL_E%3) 1 ~ 10%A i =)

KRB ClalE s

R ICE D EHH

HHEREE
WERRB LG
AL P

—f% - REEEDB X EHEAER (76.9%) .
UG EL ORI

B
AR BEARE

TS ERALZ D FE

TESTARAZRE AR . E SR IR, FEEA

FLIE. TS

E3) FEHHEE 01738 (REENEREZ18~49RDBAD >
5, MRIREBIVEIST T 2 AR F21OUI2OL E#
DOEAEREDT—%). 01885 (HIVICER L 18K L
DENEWNRE U7ilBE) RU0193E: (MRIRET 75 >
BEBEPLVEADS S5, 65F L LOEFEFDT—5) I
EOZHEH L,

* JNBICH T B IHRIKE C K DIRERIERRIED FRHX FFHAIK
HICKDEBRICEERITDURINRVNEEZ SN B 18FATH
DE(CH(T D FRIKEC K DBIFED TR

2i%Kith
10%24 B 1~ 10%A3= | 1 %A =
B R OREREE | RAKEE
Rl SR (56.4%)
HEREE fEHR
—f% - eHEEB KT & & 7 K B ERE T 4 &8 iz
URGEMORE  (66.2%) . EETER E iR

friE#RE (60.9%) .
PE - VA
(50.9%) . &R
i & B .« 3 B
(3 8T Lk )
(55.6%) )

H4) FEBBEIX, 03355k, 02485k (7~112 A, 12~23»
AOBITEHOT—%) RUOHa#ENT (02738 (RAl4E
BROESHOMIEROT —%). 02955 & F03 135 ]
ICESEHEH L,

15) 40CH EDOFBDFHERIEEII3.2%TH 5.

2 £

10%24 =0 1 ~ 10%Ki=
BEHRER

Z R

fEHR

LR

REtP L O ERE
BrRE

R REE
HEBRRBLUREA
FEAR R E

—i% - 2EEED X EHERAER (60.9%) . (38
OGS ORE  [FEHEAER. EaERa| L) . SR
FLBE. MEATERALRERS . 9%
5

H6) FIFE L, 02485 2~ 17HROMHPEROT—%). 023
HEE (BERFRIMIRIEZ BT 55~ 17TROBBREEZ R E L
RER) RO030ER (HIVICEG: L 726~ 17RO HERE % %t
HRELUERE) ICEOXEH L,

14. @R LDER
14.1 RAIEBIROER
14.1.1 28
() KAl 7 F > LRAELTEELZN &
]
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s
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ABEOBERIC L TELPIHERT S &,
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(4) FEARCEBT, RPRUEIE @D 2 W2 R
5T &, RMTIRMEREQNRD SNHEITIE. R
LanwZ &,

(5) FEHEOEAMBENICA> TWEWT E2EIPD BT &,

*14.1.2 $BRELRNI
(GheEE)

(1) o7 7 F > EFEFICAR 2 EET 556, B 20
ICEST B2 &, [7.1 2]

(2) BANES R OEEEAIZ. BE. KA EHO=A
FihoER, 1Ll Eo/NRICIE B o = A mdh s iz kK
BERATAMEIER. LRRAR L RBERTZMEES & Uy BEERIC 7 L
- LVETHET 5. &8, BEXIFELHRERED
MEPEET BATREE D H B EAICIZITESE LT &,
UNRICH T DIRIRE T K B IBEEMERRPAEDFTRHN (E At
RIKBICKLBDEEICEET DU IHNEVNEEZISND
18BARBDEICH T DEIRIREC K D REREDTFRL)

(3) R MEHT HEEOEREIBAIE. WE. ERMEAIE L.
BRI 7L I —ILETINET 5,

*14.1.3 BHAAPESTES
(ZhEEILE)
MAMNESICH 72 - TE, Mk - MRE0BEEZE T
7O TFROHICEET 5T &
cHERHANBEREICESES T, M. IE. %08
ATHBICEELEWE S, S Icy L CGEtl%z
HEZRETHI L,
- WEEITEAMICER LW &,
CEHEERALZEE. BUBROR ALK DM % & 72
BARGESICHZRE, HUEPATENT S &,

#15. ZOMDER

15.1 BERERICE DB
FIRBEICKDEBICRBIDURINEVNEEISNDE
[CHI1F DEHRIREC KB RRIED TR
IR REERIC B W T, B MBAIEEAE & % 2B ITAAIX
BB RBRER AT 27> (BUR, PCV13) =14
AR C3mER L - RO MENERENEE /0T ) VG
(IgG) #MFEHFikiRE (GMC) (IR, IgG GMC) KU*
MERRRNA 7Y = ACE & (OPA) AP
(GMT) (BI'F. OPA GMT) 12DV T, PCVI3EAAITH
BOMER CIXREEDORZREPHER S,

17. BRIRRLAE
17.1 BIMERURLMICET B35
(GEHMEXIMNERAICKLDEEICEEITDURINBVNEEZIS5ND
18EUAEDEICHIF B EMRIREC K B EFEAED T
17.1.1 ERHRAZEIHEGER (019:5)

i REREE 7 27 F > OFRED 72 W50 _ED R AL,20501 (657%
Dl Eo BAAN2450 % &) ZMFIC, ARIIEPCV13% 1
APICERET 5 B e i % i L7z,
AHIIFPCV 138 %300 HDOPA GMT R UAAIEA D21
BT 5 MERR RIVOPAISEF (REREEMERTY & #fE%30
HEHDOPA FRERPMUEL ETH > - HBEDEIE) 2R1IKV
F2UTRT . MIFERMFENOPA GMTIZBWT., AFIEPCVI13IC
BENS13LBEMBER TIX. PCVI3ICHT 2IEHEIREN. &K
HIEE O2IMER TIZPCVI3ICHT 2 BB RSNz, £z,
AFIE A O20MERNI T 2 MERRERAOPAISERIZB VT,
PCV13icxt 9 2 BBMEARE Nz, AFITIgG GMCORZEINE
LRI N7z,

#1 AHIXIZPCVI3HA%3I0H H O IMiERHEROPA GMT (01935

miEE| AHIBE (N=602) |PCVI3%E (N=600) GMTH
n GMT' n GMT T [[if195%CI] T
(AFHIBEPCV138%)
1 34 Mg R+
1 598 256.3 598 322.6 0.79 [0.66, 0.96]
3 598 216.2 598 135.1 1.60 [1.38, 1.85]
4 598 11256 | 598 1661.6 0.68 [0.57, 0.80]
5 598 447.3 598 563.5 0.79 [0.64, 0.98]
6A 506 | 5407.2 | 598 | 5424.5 1.00 [0.84, 1.19]
6B 508 | 4011.7 | 598 | 3258.2 1.23 [1.02, 1.48]
7F 597 | 46173 | 598 | 5880.6 0.79 [0.68, 0.90]
9V 598 18173 | 597 | 22329 0.81 [0.70, 0.94]
14 598 1999.3 | 598 | 2656.7 0.75 [0.64, 0.89]
18C | 598 | 2757.7 | 598 | 2583.7 1.07 [0.91, 1.26]
19A | 598 | 31943 | 598 | 3979.8 0.80 [0.70, 0.93]
19F | 598 1695.1 598 1917.8 0.88 [0.76, 1.02]
23F | 598 | 20454 | 598 1740.4 1.18 [0.96, 1.44]
pELS St N
22F | 594 | 23752 | 586 74.6 | 31.83 [25.35, 39.97]
33F | 598 | 7994.7 | 597 1124.9 7.11 [6.07, 8.32]

08NHMV

TGMT. GMTHKUZDI5%CLI&. HlIf & RERRIE T — & @i (CLDA
) WK DEH L,

FI3EIMERN O LI, HEGMTH (KA, PCV13) DI5%CID TR
FR20.5%2H#A % T LIcEED<,

§ 29F B METL D EEERIE IR, HEEGMTH (KA PCV13) D95%CID TR
RA2.0%H8A % LIcEED<,

N=EERLR VT 7 F > B S NWERER. n=MT S - pERE i

CI={5#XH. GMT=#FaFikfl (1/dil). OPA=* 7V = (LEREME

%2 AFULPCV 1 3H:H%30 H H 029k 3l M%7 0 M RAOPAS
R (01935)

fit e OPAISER (HI%) (m/n) OPAISERDE

FABE (N=602) |PCVI3E (N=600)| (AHIEE-PCVI3EE)

el [mRI95%CI)

22F | 71.4 (374/524) 14.3 (71/498) 57.1 [52.0, 61.8]

33F | 56.7 (328/578) 6.3 (35/560) 50.5 [45.9, 54.9]

BRIZEOHEEMDISBCHLIE. Miettinen&NurmineniE iz & W HH L7z,

TR #HBEEOEGDOE (KRFI-PCV13) D95%CID NEA0.1%
ABIEIHE DL,

N=2{EB(LRVT 7 F Bl S N7 HBER. n=M@ S h - 5.

m=#E%30H B O OPAM BRI A 5450 1 B U7 #BaE

ARNERER OFSHI A EEROFKIE360.1% (362/6024)
TH D, KEDAHRNCHE U ARFERERS B B oS imems
54.0% (325/6026) . HEREHAMIER12.5% (75/602f1) % U
TEERAIALEEO.0% (54/602fl) Th-7z0 L1z AHIFHEB O
HEOEEERIE38.4% (231/602) TH V. KA HHANH
TE U ARIEERIAHBOREH17.4% (105/60261). iK%
15.4% (93/602f). #E5&11.6% (70/602%1) & U BAEIRHE5.3%
(32/602fil) TH>7zo

17.1.2 BN MEHER (017588)
i A FRE MR BICRET 2 ) A7 BT 2RO 3Rz 2 W ke
DIEHE 2 18~49ROMAL 51561 & HRIC, AHIXIFPCVI3%E]
EIFFAPICIEERE L. 2 OXERI23MMARER YT HS5 1 R
727F > (LR, PPSV23) %EHEd 5 _EEMLERE % £
UZzo YAZRTFICIE, BEER (BRI, BEFER, HE%
GUEMEMES, BEOERR) ROITHRTF (BE, 50E) »&
EFhiz,
ARAIUEPCV 1 3#RE#30H B O MiEEHE RAIOPA GMT%2E3IC
AT MIEERERKOPA GMTRUIgG GMCid133H@MER T
3. 2Oo0BEBECH L CHEE T, 2EF MBI AFIHCTE
Motz. £, PPSV23ERE%R3I0H H O MiEHERIOPA GMT
RUIgG GMCld. AANCEE NS ISIIER T N T T2O0OHER
THLCREETH 5723,

#3 AHIUIPCVI3HAEHR30H B O MEFRRRIJOPA GMT (0177 5%)

Mgy AFIEE (N=1,133) PCV13f (N=379)
n |Observed 95% CIT n | Observed 95% CIT
GMT GMT

13458 MYEHY
1 1019| 268.6 |(243.7,296.0) | 341 | 267.2 | (220.4, 323.9)
3 1004| 199.3 | (184.6,215.2) | 340 | 150.6 | (130.6, 173.8)
4 1016| 1416.0 |(1308.9, 1531.8) | 342 | 2576.1 |(2278.0, 2913.2)
5 1018| 564.8 512.7,622.2) | 343 | 731.1 | (613.6, 871.0)

(
6A 1006|12928.8 | (119234, 14019.0) | 335 |11282.4| (9718.8, 13097.5)
6B |1014|10336.9] (9649.4, 11073.4) | 342 | 6995.7 |(6024.7, 8123.2

7F [1019] 5756.4
9V [1015| 3355.1 | (31354, 3590.1
14 |1016] 5228.9 |(4847.6, 5640.2

(5410.4, 6124.6)
( )
( )
18C 1014 5709.0 |(5331.1, 6113.6) | 343 | 3063.2
( )
( )
( )

342 | 7588.9
343 | 3983.7

(
(6775.3, 8500.2
(3557.8, 4460.7
343 | 5889.8 |(5218.2, 6647.8
(
(
(
(

2699.8, 3475.5
5228.2, 6631.0
2948.2, 3632.9
3335.8, 4530.0

19A 1015| 5369.9 |(5017.7, 5746.8) | 343 | 5888.0
19F |1018| 3266.3 |(3064.4, 3481.4) | 343 | 3272.7
23F |1016| 4853.5 |(4469.8, 5270.2) | 340 | 3887.3
2FEHE AR
22F [1005] 3926.5 |(3645.9, 4228.7)| 320 | 291.6 | (221.8, 383.6)
33F [1014]11627.8] (10824.6,12490.7) | 338 | 2180.6 |(1828.7, 2600.2)

T95%CLid. t73#iICEED < BRAMBRE TOREDTFIIHEOCIZ AL
TRz,

N=fEEAL RO 7 F > HRE S N WERE . n=MTF S h - hErE

CI={EHXE. GMT=#MFa5u4f (1/dil). OPA=* 7 = L& A&EHE

AR OFS M EEBROFEBSEAEIL78.7% (893/1,134%1) T
HO . KREBSHHEENHE U 72 ARFE RS 0 R O BB AIERE
75.8% (860/1,1344l). BERESAER21.7% (246/1,13441) K
OBEREERAALEEL5.1% (171/1,13461) THoiz. Fio. KAl
BEROLEHEOHEEEROFEBEEIX62.3% (707/1,134f)) T
HO . READHEANHE Lo ARFEEZ 40O 34.3%
(389/1,13441). #HARE28.8% (327/1,1344). FEE26.5%
(300/1,13441) HOBEETE12.7% (144/1,13461) TH -7z,
17.1.3 BN EMEER (0185ER)

i RFRE T 7 F > R 72 W CDA4+THifa A’50cells/ u LEL_E &
OlmEe PRERETAILA (HIV) U ARKE (RNA) &5
50,000copies/mLAN D 1 8% L _EOHIVEEH 3024 &2 #Ric, &
AIXIZPCVI13% L EIFHANICHERE L. £D8EMEZICPPSV23 %
Y2 _EHEMEBRREEREL 7.

)
)
)
)
)
)
)
)




AHIXIZPCV 1384 30H H O MR ENOPA GMT % %412
AT Fio, AHITMENRENIEGC GMCOREIRE LRSI
72 PPSV230iEf#%ME%30H HDOPA GMTK UIgG GMCld.
AENCEENS ISMER T R T T2OOTMEBETH L TREET
Ho1Y,

F4 AEIXIIPCVI3HM%30H B o MiFRAFRIOPA GMT (0183 Ek)

MiEH] AR (N=152) PCVI3g (N=150)
n |Observed 95% CIT n |Observed 95% CIT
GMT GMT
1 3L5mIMmiE R
1 131 | 238.8 | (173.1,329.3) | 131 | 200.9 | (142.7,282.7)
3 131 | 116.8 | (94.9,143.7) | 130 72.3 (58.6, 89.2)
4 130 | 824.0 | (618.8,1097.2) | 131 | 1465.5 |(1154.5, 1860.3)
5 131 | 336.7 |(242.4,467.7) | 130 | 276.7 | (197.9, 386.7)
6A | 126 | 6421.0 |(4890.4, 8430.7)| 128 | 5645.1 |(4278.9, 7447.4)
6B 129 | 4772.9 |(3628.3, 6278.7)| 130 | 3554.0 | (2751.0, 4591.4)
7F 131 | 6085.8 [(4871.6,7602.8)| 131 | 6144.3 |(4982.8, 7576.6)
9V | 129 | 2836.3 |(2311.5,3480.4)| 128 | 2133.9 [(1721.8, 2644.5)
14 131 | 3508.7 |(2730.6, 4508.5)| 130 | 3000.3 |(2350.0, 3830.5)
18C | 129 | 3002.2 |(2435.5, 3700.8)| 129 | 1560.3 |(1213.8, 2005.6)
19A | 131 | 4240.7 |(3415.4,5265.3)| 131 | 3715.9 |(2949.2, 4681.8)
19F | 131 | 2438.6 |(1972.7,3014.6)| 131 | 2042.0 |(1618.9, 2575.5)
23F | 129 | 1757.4 |(1276.1,2420.2) | 127 | 1787.0 |(1309.9, 2437.9)
2JEHGE AR
22F | 128 | 3943.7 |(3049.2,5100.5)| 116 | 109.3 | (66.2, 180.3)
33F | 131 |11342.4|(9184.3,14007.6) | 129 | 1807.6 |(1357.3, 2407.3)

T95%CI, t737iIcEED < BRWNBRETOREDTFIIHEOCIZ WA L
TRz,

N=fE/EAL RO 7 F > 8 S NI WEBRE. n=MTF S h - &

CI={EHXE. GMT=/AEa5if#M (1/dil). OPA=* 7 = (L& AIEHE

EXULY

ARHI R OWESHERAA BEFROFEFIEIX63.8% (97/15241)
TH Y KEBDERNHUE U 7 AFIERER S B B OB iR (0% m
57.2% (87/152f1) . HEREEAIIERR]1.8% (18/152f1) T U'HEE
HRALALEE4.6% (7/152f) T ->7z. Fiz. RAEMZOLGE
DHERROFETSEII42.8% (65/15261) TH Y. KD HH
RICHE U7 AR % 14 0% 5720.4% (31/152f1) . B%E
13.2% (20/15261). AiARE12.5% (19/15241) K O'B&if
3.3% (5/152fl) TdH -7z

RICH T DEHRIRE (C K D ISERIERPAED TR

*17.1.4 EASMEHER (03355)

2~67r Al ORFEAIR694HI % 3R I, ARHIITPCV13%4[HE
THE (MR%EE LC27HMM EoREZ 5 30, Bz
L LTI2~ 157 AikEIc1E
AFIXIZPCV 13036 B iM% 30 H B o Mis R £ IgGHls g
EARME (0.35ug/mL) BIEICE L7z #EE 0flE (IgGHkR
BR) 2RS5TRT . AHIOIgGRMFEERICOVT, 134LHEIMmE
BTk, PCVI3icxt L TIELHERER 2 Lz, RRIEA O 210
BT AFHOMERH2FDIgGHARERIZ. PCVI3DImiE
B3 (13H-BIMFER D S 5 MIENRRNIgGHRARERI RS EVL
MERD) (TR U CIRBHEEE 272 LA, MIERI33F 0 1gGHilk
BAERIL, PCVI3DIMERICH L TIESUEERH - S B ho T,

#5 AFIRIZPCV1303[E B HRE#30H B o MR RAIgGHIAEE A
0.35 ng/mLEL EO#ERE OEIE (03335k)

) 5. —HERHBRBEEm L.

MmiEs|  AA (N=347) PCV13 (N=346) # (%)
wEEOEE (%) | HEEOEHSE (%) (AAI-PCV13)
(m/n) (m/n) (95% CI) ¥
1 335/ E R+
1 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
3 100.0 (339/339) 97.7 (335/343) 2.3 (1.0, 4.5)
4 100.0 (339/339) 100.0 (343/343) 0.0 (-1.1, 1.1)
5 98.8 (334/338) 100.0 (343/343) -1.2 (-3.0,-0.1)
6A 99.1 (336/339) 100.0 (343/343) -0.9 (-2.6,0.2)
6B 95.0 (322/339) 98.8 (339/343) -39 (-6.9,-1.3)
7F 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
Y 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
14 99.4 (337/339) 99.7 (341/342) -0.3 (-1.9, 1.1)
18C | 98.8 (335/339) 100.0 (343/343) -1.2 (-3.0,-0.1)
19A | 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
19F | 100.0 (339/339) 100.0 (343/343) 0.0 (-1.1, 1.1)
23F | 97.9 (331/338) 99.7 (341/342) -1.8 (-4.0,-0.2)
2kt Mg Ry
22F | 99.7 (338/339) § 2.0 (0.4,4.3)
33F | 90.9 (308/339) § -6.8 (-10.6, -3.5)

T HEEZE R OCLIZ. Miettinen&Nurmineni%i

TIEBMIL, [gGHRIAREROBMZE (AFI-PCV13) OREfI95%CID RR

M-10% & D REVZ LITEDL,
§ IS, AHIEA O2MIER & PCV 130 & RS R gGHARA R

b AR L I

MmiEE (MER3) LokBkicE <,

ED<

N=#{FB(L R T 7 F > HE S N HBRER. n=@F S h - lEBRER.
m=IgGHiFIEEA%0.35 1 g/mLLL DB E 5L
08NHMV

CI=EHXM. [gC=RmEr/u7) »G

AHIXIEPCV1303[u H#EE#%30H H o MG R IgG GMC
ZHRO6ITRT . 133 EMIER TIX. 2&%‘]@@(*””##59’91gG GMC
IZDOWTPCVI13icxf U TIEL M EHE 23 72 L 725,

#6 AAIXIIPCVI3O3EE#EZRIOHB O MEMNEENIgG GMC

(033545%)
miE%| &Kl (N=347) | PCV13 (N=346) GMCHt
n GMC n GMC (&H|/PCV13)
(95% CI) *
1 33E ME R *
1 339 2.39 343 3.95 0.61 (0.55, 0.67)
3 339 2.63 343 1.42 1.85 (1.67, 2.05)
4 339 2.98 343 3.54 0.84 (0.76, 0.93)
5 338 2.59 343 3.35 0.77 (0.69, 0.87)
6A 339 2.51 343 4.45 0.56 (0.50, 0.63)
6B 339 2.46 343 4.17 0.59 (0.51, 0.68)
7F 339 4.38 343 5.22 0.84 (0.75, 0.94)
EAY 339 3.09 343 3.55 0.87 (0.78, 0.97)
14 339 8.99 342 12.03 0.75 (0.66, 0.85)
18C 339 2.85 343 3.85 0.74 (0.67, 0.82)
19A 339 3.44 343 5.28 0.65 (0.59, 0.72)
19F 339 4.24 343 5.65 0.75 (0.69, 0.82)
23F 338 242 342 2.95 0.82 (0.72, 0.93)
2EFLEIME T
22F 339 6.59 343 0.06 | 107.45 (96.18, 120.03)
33F 339 1.85 337 0.06 | 32.48 (27.72, 38.05)

TOGMCHKAUCHE, WAL LI HARELISELY. BREXVAKZ
KFET 5T ETIICEIEHE L,

TIES X, GMCH (KAl /PCV13) OMifI95%CIO RRA0.5& D K&
WwZ EigEo<,

N=F{EBLR VT 7 F VEES NI ERE. n=MHT S iz ErE %

CI=E#XH. GMC=#%"Fi5#E (1g/mL). [gG=REru7) > G

KA 140 B OBRNEE U IOESHRMOBRIE (§XTo
B DIRBRSEETER) 1391.9% (319/347f1) TROLNI, &
Tov BEMERICED 5 NI-HENIHE U 7SR AL B RS AT
$60.0~66.2%. WE#%55.6~60.9%. [EIRA7.8~50.9%K% O&SH
11.1~16.8%TH > 7z, AAlEMRZIAHBOHRNINE Lic2h
HORIRIE (§RXTORRORBREREER) 1375.8% (263/347
Bl) CTROOSN, FEEBICEED S NIHFHINCHE L2 81%0
RIS BRI 1E28.8~38.7%. fHHR23.5~35.4%. AAKIHE6.7
~9.3% R UVEME0.9~1.5%TH > 7z TOMDELFIRIEE L

T\ FE28.5~35.9% MO 5Nz

*17.1.5 BASEMIBHR (029588)

K27 Al (42~90H 1) ORI, 720612 MRIC, REHIIE
PCVI13D W3z ALANERE (FEREE L22Al, 4
2 AR U677 AlEICER3ME. BAMREE LT12~ 152 HlRF i
1[E) 92 _EERHERBRE EHL 7.
AHIXIFPCV 13036 B##ME% 30 H B o MiER RrIgGhikig
EABIfE (0.35ug/mL) DL EICE LG 0&E (IgGhilkft
BHE) 2R7TITRT . RAIOIgGHUAMRERICONWT, 13 @ IMFE
BT, PCVI3ICH LTI IR £/ L7, AFIEA D200
ERITIE. AAO MERFRNIgGHRERARIE. PCVI3DIMME
Eést (PCVl3mﬂn§ﬂﬁ§E’JIgG# RRERPMIFER3Z IR E 5

HEWVIMIER) |

0t U CIRS IR 27 L 7z

K7 AKAHIIPCVI3D3[E B HEME%30H H O MR RWIgGHUARE D
0.35ug/mLUL EO#ERE &G (0293 58)

IMyERY AH| (N=858) PCVI13 (N=856) %= (%)
WEEOEE (%) | wWEEOEIE (%) (AH|-PCV13)
(m/n) (m/n) (95% CI)

1 3LmIMmE R
1 95.7 (672/702) 99.1 (659/665) -3.4 (-5.2,-1.8)
3 94.7 (662/699) 79.2 (524/662) 15.6 (12.1,19.2)
4 96.4 (674/699) 98.6 (654/663) -2.2 (-4.0,-0.6)
5 95.3 (669/702) 97.4 (647/664) -2.1 (-4.2,-0.2)
6A 93.7 (658/702) 98.6 (654/663) -4.9 (-7.1,-3.0)
6B 88.6 (619/699) 92.0 (609/662) -3.4 (-6.6,-0.3)
7F 99.0 (694/701) 99.8 (664/665) -0.8 (-1.9,-0.1)
PAY 97.1 (680/700) 98.2 (649/661) -1.0 (-2.8,0.6)
14 97.9 (685/700) 97.9 (647/661) -0.0 (-1.6, 1.6)
18C 97.4 (682/700) 98.3 (651/662) -0.9 (-2.6,0.7)
19A 97.9 (687/702) 99.7 (663/665) -1.8 (-3.2,-0.8)
19F 99.0 (693/700) 100.0 (663/663) -1.0 (-2.1,-0.4)
23F 91.5 (639/698) 91.8 (607/661) -0.3 (-3.2,2.7)

2JEHEIMmE R

22F 98.6 (691/701) § 6.7 (4.6,9.2)
33F 87.3 (613/702) § -4.5 (-7.8,-1.3)

THEEZE R OCLIE. Miettinen&NurmineniZic &5 <,
FIEHEIL, IgGHUARERORRMZE (KFI-PCV13) OHifI95%CID TR
M-10% LD RENZ EIZE DL,




SIEH M. ARFEAR O2MER & MFER3 %k PCVI3DMERRFEN
[gGHUERAR I B BEVIEMER (MEFR23F) tol#icES<,
N=#{EBLR VT 7 F v RS N WEBRER. n=M1F S n7-wBE%.
m=IgGHilRIEEA0.35 1 g/mLEL D #ERH 1L

CI=ZHEXME. [gG=tfEru7) G

AHIXFPCV130 3l B #ME#%30H BH 0 MERRF RWIgG GMC
ERBITRT . 13EMER T, MEROAZERE . AH D IME
B RMIEG GMCIZ DWW T, PCVI3ICH U TIEHHERERE 23 72
Ulzo F7z. RAIEAO2MEM T, KRA O MEHNRERNIgG
GMCiZ. PCVI1301iER4 (PCVI3DIMiERRRMIgG GMCH®
MFR3%E R E RS EOVINER) (o0 LIRS ERER - L,

#8 AHIXIFPCVI3n3EE#HEMEZIOHHOIMER R EMNIgG GMC

(02975%)
MER|  AHl (N=858) | PCV13 (N=856) GMCH:
n GMC n GMC (A1 PCV13)
(95% CI) T

1 335 IE R+
1 702 1.21 665 1.89 0.64 (0.59, 0.69)
3 699 1.08 662 0.62 1.73 (1.61, 1.87)
4 699 1.29 663 1.35 0.95 (0.88, 1.03)
5 702 1.63 664 2.25 0.72 (0.66, 0.80)
6A 702 1.55 663 2.95 0.52 (0.48, 0.58)
6B 699 1.60 662 1.97 0.81 (0.71, 0.93)
7F 701 2.48 665 3.23 0.77 (0.71, 0.83)
Y 700 1.73 661 1.89 0.91 (0.84, 1.00)
14 700 4.78 661 6.80 0.70 (0.63, 0.78)
18C 700 1.53 662 2.00 0.76 (0.70, 0.83)
19A 702 1.63 665 2.29 0.71 (0.65, 0.77)
19F 700 2.01 663 2.72 0.74 (0.69, 0.79)
23F 698 1.31 661 1.47 0.89 (0.80, 0.99)

2SR ME R
22F 701 491 § § 3.64 (3.33, 3.98)
33F 702 1.67 $ § 1.24 (1.10, 1.39)

TGMCHEUCHE, A Lz HRRE 2 INEEH. BREE2RTET
BIMERBFRARIEET L L VBN SBOMEBEZ A VT, tRICHE
DEEEL,

FIELMHIZ. GMCE (KA /PCV13) OMifI95%CID RRA0.5& D k&
nwZ EieEo<,

SIEHMEE. RAEAO2MER & MiFER3 %2R < PCVI3DMiERERN
[gG GMCA R b EWHEMER (MEH4) SolEIcES<,

N=E(EBLRVT 7 F BB S N HERE . n=M S /- HBREKR

CI=E#HXH. GMC=%"F9#E (ng/mL). IgG=fEru7) »G

ARHIIEPCV 13040 B % 30H B o MERERWIgG GMC
ERITRT . 13BEMFERTIE. AAOMERFRERNIgG GMC
IZDWT, PCVI3Icx UCIELHREE RN Uiz, £z, ARAIE
HO2MER T AHOMERFERNIgG GMClX. PCV130ii
E84 (PCVI3D MBI RNIgG GMCHIMERI3 % R ERH K
WIMTERL) 12t U CIES R R U729,

£9 AAIXIIPCVI3D4EHEMEZI0HEH 0 MFEHFRNIgG GMC

(0297K5%)
MmiERY|  AAl (N=858) | PCV13 (N=856) GMClt
n GMC n GMC (&AI/PCV13)
(95% CI) *

1 335 I E AL *
1 715 1.35 685 2.03 0.66 (0.62, 0.72)
3 712 0.96 686 0.71 1.35 (1.25,1.46)
4 713 1.23 682 1.60 0.77 (0.71, 0.84)
5 713 2.49 682 3.95 0.63 (0.58, 0.69)
6A | 713 3.70 682 6.21 0.60 (0.54, 0.65)
6B 712 4.76 682 6.43 0.74 (0.67, 0.81)
7F 714 3.42 686 4.85 0.70 (0.65, 0.77)
oV | 716 2.40 686 3.29 0.73 (0.67, 0.80)
14 716 5.61 685 6.95 0.81 (0.73, 0.89)
18C | 713 2.62 684 3.08 0.85 (0.78, 0.93)
19A | 715 4.10 685 5.53 0.74 (0.68, 0.80)
19F | 715 3.55 685 4.47 0.79 (0.74, 0.86)
23F | 713 2.04 683 3.32 0.61 (0.56, 0.68)

2FEHE E T *
22F | 714 7.52 s § 4.69 (4.30,5.11)
33F | 714 4.15 s s 2.59 (2.36,2.83)

TGMCHREUOCHE, SHEER L - HfARE 2 ISEEH. BENZETET
2 IMERIERAHIEE T L E VB 6N DEOMEMEZ VT, tOMmICHE
DEEHE L.

1IEL . GMCH (KA1 PCVI13) DOREif195%CID RERA0.5& D k&
Wz EicHEIL,

SIEH M. AHIEA O21MIER & IMIERI3% bR < PCV 130 I iE R R
IgG GMCAM R b EWIGEMER (MiER4) LoHiicEo<,

N=S{EBL R T 7 F > HEE N HERE . n=T S h - 1R

CI={EHEXM. CMC=%f"F4EE (ug/mL). [gC=REr/u7) G

08NHMV

AR 1AH B OFRTICHE U ESRAORIKIG (TXTO
B O BERFIEER) 1369.0% (592/858f]) TRM SNz, &
7oo BEMEBICRY S NI-HRNIIHRE U FHERA 0 B RS 13&E
#21.0~33.3%. ALHE11.7~16.3%. MEIES.7~12.8%% Ol
10.0~12.3%TH - 7z. ARIERER 14 OBERIHE L-28
HORIRIG (T OREORBREEER) 1384.4% (724/858
Bl) TROENIz, iz, FHEEBICRD SNI-FRNCTHE L
LB ORIR IS5 R#E47.1~57.8%, BIR22.0~45.0%. &
AIHGE12.3~15.8% R UHEHZE1.2~3.2%ThH > 7. TOMDIE
REIRISE LT, F819.2~14.0%H%58% 51 i,

*17.1.6 BB MEHER (0245(8%)
7B~ 1TROBE/NE (7T~23» A IRRET 7 F > 0%
FEREA 2V, 2L 17T @ BiRIRE T 7 F > OB 72 »
RIGEEENH5) 6060612 MRIC. AFIIFPCVI3D LT,
REMET 5. —EERERBEER L. FERENICEERL
L. AHIXIZPCVI3DWEFhh %1 ~3EAGANEE L (7~11
A AE 3, 12~237 A8 : 2E. 2R E17RE T 1 1E),
FERBICBVWTAAICEENS 15O MERIIH T % AKX
PCV 130 &% 30H HDIgG GMC%£101RT 7,

£10 AAIXIFPCVI3DRMEEZKIOHEH O MENRENIgG GMC

(0247#8%)
IR 7~115 Ak 12~23h A 2~17m%
(3 H %) (2[m B B fER) (1 = #EfER%)
GMC (iifi195% CI) T|GMC (#if195% CI) ™ |GMC (#ifl95% CI) T
AFEE |PCVI3EE| AHFIEE |PCVI3EE| AHFIE |PCVI3E
(n=60) | (n=59) | (n=56) | (n=60) | (n=162) | (n=162)
133038 Mg R
1 2.47 3.66 3.83 4.20 3.00 3.99
(2.09, 2.92) | (2.98, 4.50) | (3.07, 4.77) | (3.30, 5.34) | (2.60, 3.46) | (3.48, 4.58)
3 2.65 1.71 2.96 1.68 1.37 1.03
(2.30,3.05) | (1.40, 2.08) | (2.4, 3.58) | (1.29, 2.20) | (1.19, 1.58) | (0.88, 1.21)
4 2.21 3.85 3.46 4.89 2.53 5.22
(1.82,2.68) | (3.12,4.76) | (2.67,4.50) | (3.76, 6.36) | (2.17, 2.96) | (4.52, 6.03)
5 3.82 4.56 3.39 3.12 343 4.24
(3.14,4.63) | (3.58,5.80) | (2.65,4.34) | (2.52, 3.88) | (2.89, 4.07) | (3.46, 5.20)
6A 2.23 4.30 2.05 3.73 9.03 8.81
(1.71,2.91) | (3.28, 5.65) | (1.30, 3.23) | (2.64, 5.29) | (7.07,11.53) | (6.96, 11.14)
6B 3.03 4.17 2.69 2.87 13.55 10.51
(2.41,3.82) | (3.25,5.36) | (1.70, 4.25) | (1.92, 4.30) | (10.52, 17.46) | (8.01, 13.78)
7F 5.16 6.42 4.80 5.42 4.03 4.63
(4.27,6.23) | (5.25,7.85) | (3.63, 6.34) | (4.30, 6.82) | (3.46, 4.70) | (3.92, 5.46)
A% 2.61 3.59 2.48 2.89 3.60 4.35
(2.09,3.26) | (2.86,4.51) | (1.97,3.11) | (2.21, 3.78) | (3.06, 4.24) | (3.65, 5.20)
14 9.62 13.07 8.23 8.30 9.21 8.04
(7.94,11.67) | (1040, 1642) | (6.19, 10.94) | (6.56, 10.51) | (7.1, 11.92) | (6.24, 10.36)
18C 3.45 3.50 5.09 3.68 7.16 4.46
(2.80, 4.24) | (2.75, 4.45) | (3.98, 6.52) | (2.85, 4.75) | (6.03, 8.52) | (3.76, 5.30)
19A 4.59 5.81 6.74 5.87 10.99 14.90
(3.95,5.33) | (4.92, 6.85) | (5.29, 8.60) | (4.85, 7.11) | (9.12,13.26) | (12.23, 18.16)
19F 3.49 4.83 5.90 5.92 8.95 12.28
(2,94, 4.15) | (4.03,5.79) | (4.69, 7.43) | (4.93, 7.11) | (7.45,10.76) | (10.07, 1497)
23F 2.62 2.79 2.85 2.18 5.36 5.12
(2.02,3.39) | (2.10,3.69) | (1.99, 4.07) | (1.54, 3.07) | (4.41, 6.50) | (4.12, 6.37)
2FEHE AR
22F 9.04 0.142 15.90 0.12 14.99 0.319
(7.48,10.93) | (0.10, 0.19) | (12.16,20.78) | (0.09, 0.16) | (12.73,17.66) | (0.24, 0.38)
33F 3.37 0.13 5.17 0.15 4.89 0.279
(2.78,4.10) | (0.10, 0.16) | (3.96, 6.74) | (0.12, 0.19) | (4.12, 5.80) | (0.22, 0.32)

TO5%CIi. t3#ilcFED < BARAMBNE COREDTFHEDOCIZ AR L
TRz,

n=fEMT S N7 WERELE - a) 58fl. b) 16141, ¢) 1594, d) 160fl

CI=E#XHE. GMC=%M"F9¥E (ug/mL). IgG=fEru7) G

7T~112HEEICBWT, AHEER]I4HBOBRNIEE U 75
HAORIKIE (T RXTORFEOIRBRERERER) 1339.1% (25/64
) TROENIz, oy FERERBICED SN-HRICHE L7
RN OB SIS EALBEL1.1 ~20.3%., &iE7.8~14.3%. [EiE
9.4~ 14.3% R UOHERE6.3~14.1%Tdh - 7-. KFFEMEZI4HBE D
FHHNCHE L2 FGHORIRIE (TRTOREOIBHRERERER)
1346.9% (30/64fil) TRO LN, £/, FEMRIED SN
HANCHE Lz 250 BIRISIE SRS EL14.3~21.9%. HIR7.9
~12.5%. BHIHEE4.8~9.5% K% VEHHEZE0~1.6%TdH -7z,
12~237 A#IcB W T, AFIHEEZ1AHBOBRNCHRE U724
HAORBIRIE (T RTOREOIAREERER) 1351.6% (32/62
) TROOLNTz, Fio. FEREBZICED SNIZHRNTHE L7
SR OB RS EERL7.7~24.2% KLBE7H1 (11.3%). HEAR
6.5~11.3% N OhfE4.8~6.5%TH > 7z, AE|EEZI4HBOHE
ANCHUE L2 2 oRIKIE (T XTORSORREEER) &
48.4% (30/62f) TED SNz, T, BEERBIEDOLNI-H
FHCHE L7z 28O IS ZREMEL6.1 ~29.0%. HIR16.1
~21.0% KO BMBEES.7~16.1%TH > 7z,

2~17ICB VT, AFIEER 4B OHRNICHE U 4R
DRIRIEIF66.7% (118/177f]) TRD SNz, F/z, HEREREZIC
R 5N HHNTHE U 72 FEHERAL O BIRG 1378 54.8%. TEAR



20.9%. #LBE19.2% K OHEHE6.8% T - 1zo AAIEMR14HM D
HANICHE L= 25 M ORIRIEZ40.7% (72/17761) TRDLHHI
oo FHRNICHIE L2 SO RIRISIE 2R L3R O#ERE T\
SHMEL5.6%. HR15.6%. BAMIR12.5% K% CERZ3.1%T
HY . 3~1TROHERE T, HE29.0%. 185719.3%. BHFE
14.5% K% UEHIE0.7%TdH > 7.

18. EIFIE
18.1 {ERtER
RENE. ZhZnNHF+ V752878 (CRMior) EFEA L7 ME
U R i SIRE TR VY T4 F2EFLTHBD ., MigkE
DF TV =t BRRLORE 2 (GES 2 hik 2 FH8 U Chli%EREIC
KBTI 5. AR THRKAERZICEZFET 5. Fv
VT N BERRAAOL S TR, MiEER R AYBR AT
AR ERBHROFRICHFS T %,

20. RV EDFR
SVERIE I L CIRFS 52 &

21. HEEREM
B ) A 7 EHEAEE RO b BYICEET 52 L.

22. 2%
YUYy 05mL 1A

*%23. FEXE
1) Wilck M, et al. Clin Infect Dis. 2023 ; 77 (8) : 1102-10.
2) Platt HL, et al. Vaccine. 2022 ; 40 (1) : 162-72.
3) Hammitt LL, et al. Open Forum Infect Dis. 2021 ; 9 (3) : ofab605.
4) Mohapi L, et al. AIDS. 2022 ; 36 (3) : 373-82.
5) Suzuki H, et al. Vaccine. 2023 ; 41 (34) : 4933-40.
6) Lupinacci R, et al. Vaccine. 2023 ; S0264-410X (22) 01575-4.
7) Banniettis N, et al. Vaccine. 2022 ; 40 (44) : 6315-25.
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25. {RE&#GT LDER
RN BB ORIRE72 570 GEMEERIN) o

26. REIRTTRES
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w0 20244F 8 HLET (58 4 W)

20234 8 AET (% 3 /) B EEmROEES
876311

frik: 2~8C, WRIEEI DI MED T F U4E EGRES | 22800AMX00462000

IR | BEE > 52881 Tl 20206127

EYFHRFIBHE
fRIRED 7 F >/

A E R B,

1B S

RS  FR—EMEOLTEIC
FOEATHL

PNEUMOVAX®NP Syringes

—1=ENYITAX NPy s

2. BENEYE (FRHEEEST3C ENEHTRHRLE)

2.1 2R OETIX, &E SN AFBEFREO—EKITR L
THARELZWZ EPHSNTBY ., FLAFOZRE
HHHZLLTOARVDOTHRE LN &, [18.1 &i#]

22 HEDRFEHEZELTWEE

23 HELAWERIIP P> TWVWEIENHL P E

24 KBRIDOEFICE>TTF 74 TF 2B L1 EDD
B ZENHS P E

2.5 EERICEBIT2EDIE,. FHEEEZITS 2L AEE R
REEICH 5E

3. WEDHERUHER - HIK

3.1 BEEDRE
ARENZ. RIRE T CTESEIC A 5N 2 FRE23EMH O FE R
Dffi 7RG 2 AN - B L. RERICE 2 OMA» S
Hi BHLULRBEAR )Y Y h T RERE LEBAITH 5.
a8 AENLMIFIRE O RBEHRL T 2 6 7% 5 AELT 7 F
YTHBo Fho, MEEZRART DRBEETY SHRRD (N
IV) ZERAL. METRICAVLIBHROMEICY Y ORLH
Ky (B3 B) ZEAL TR 5,

3.2 #Em
HR7E 4 Za—ENYTRANPYY VY
BRI i SBRE SRR )Yy HFA R
f3 5 0.5mL
N RO2IBHDMRIRE DOFIEFIAEET DAY ¥
1YYV (754 F288H7-025ugdD (BF575ug) &
BT 5.
i g BREFHER (7> v — o RaRik) .
1. 2, 3. 4. 5. 6B, 7F. 8 O9N. 9V. 10A.
11A. 12F, 14, I5B. 17F. 18C. 19A. 19F.
20, 22F. 23F, 33F
N A0AE] 7z /) —)1.25mg, kI Y7 L4.5mg
3.3 RFIDMK
WR7e44 Za—ENY T ANPYY >
pH 6.0~7.4
RERE K1 (EHEAERICHT 5Hh)
{ERN VB IA Ak Mg A

4. RN FFHR
2/ L CHAIREIC LD EFRRICERT 2BIRIBLRD K
SIHMEARUEE
O BERE(ICHT BIRIRE C K 2 BRIUEDFAE T
O HiREREIC & B BRFEAED FBf
1) SRFRMKERER. H3VEFZDOMORETEERERET
HBEE
2) D - [FIREGSDBMEKER. B2, FHERES. FERK.
BHHRRSDERKRDHDEBE
3) SEmE
4) REFERZEY 58RI FESNTNSETHRHA
BETHBL EDHTIBEU LOFRBDHDEE

6. BERURE
1[810.5mLZ ARSI TITEH T 5.

08NHNO

7. BERUREICEET 2F=

7.1 EbsEE
EAREERDIIFEICE, DT 7 F > ERIBICEREY
BIENTED. [14.1.1 BH]

8. ERRERWER

8.1 KAl [THiHEEERMR] XU [EHEEEREE] 18
WLUTHERATZZ L,

8.2 WiEMEE ICOWT., EERICHIHZ. MERUEE (H2.
PELE) ICk-> TREREBEFANS Z &,

8.3 WiEEAE NI Z0RERIC. BREYH BB ES L8
BRESMEZIERICRS. T, BEBROBEEHRICEEL.
BHiOREREREFAOEL, SHIHHA., BEEOERE R
ERZELZBEICIESHPICEMOBZEZ2ZT 5 LS HA]
IZHsEsZ &,

8.4 BESEDINIC, L RIRERER VS Yy I KT F
VEBEEINZEOHZHETIE. REOBEREIC KD R
MO%ERE. KB, WHEZEORIKIGA . PIREEX D LEED
El. BEMBELEAT A EHMESATVSY 2, KAIOH
BREZTOEAICE. BEEOLREE2EEICERB L LT,
miElEE D S5+ 2 BREEZ R L TITHY 2 &, [9.1.7 2]

0. BEDERZE I DEICHITIER
9.1 BEEEIEE (BEOHRZTSICKL. TREETDE)
WHEEESIROVNTNDICEYET 5 RO 6 NG5, &
FOREBROMRE 2R L. 2RECEEESOHE2EHIC
v, PHiEROAENE., BIRG. BRECOW T+ %8
H2TV»., AE2HERICE-ET BRLTEET S &,
9.1.1 DIEMERER., BEER, WEZEER., MREER. %5
EEZOEBEREZET HE [9.2. 9.3 2]
9.1.2 PHiEETERZ2HUNICHEAD A SN ZE R U251
REEOT ULF -2 EREZELLZENHEE
92.1.3 BRIEEOHFOH 5EH
9.1.4 BEICRBAZOZMD ZSINTVAEREREITE
KEGBERBIEDE I VN EE
9.1.5 KA L TT VILF—2EF5BFhodhrE
9.1.6 IFIESUIIER L T W B a[EEED H 5 1tE [9.5 2]
9.1.7 BEIC. ZMMRRERERI S Yy HIA RO TF U %
BEEIN-ZEDHDHE (8.4 BH]
9.2 BikptEEZHI &
BEEEFRETHS. [9.1.1 BHE]

9.3 HHEERESZzE I 28
BEZEIEETH S, [9.1.1 2]
9.5 1w

ISR SRR L T W 2 ATREE D & 2 & fEicid, TR Eo
B EEEz EE2 EHMS N2 BE8ICOARERET S
&, [9.1.6 2]

9.8 EtinE
BEICHz-> TR PRRFZTICTVL., HEEFORFR
BABIRT L&, —RICEEBEIMETLTWS,



10. #8B1/ER
10.2 HEEE (HRISEETSD L)

HHIBE EARREIR - $EE AR W - fElRR+
GO 2 KB DR RN S Nz |G IR 7 VB 2 F5
WBENDDH 5, DA OB GEZ T
WaE., HIcEH» 5
WIEREHREEZITT
V5 E L RERRE MK
TLTWBZERH
60

1. BRI
ROBIRIEPHE5DONBE I EFDHZHDOT, BEZTFITITV,
BREISRDONIHEHICIBEYLANBEITO L,
1.1 EXBEIR
MAN PFT«SFI—FRIN BEERH)
MR R, MEFE, RS, RTEFHSbNL L
BH b
11.1.2 MV/VIRIEIAS (BHEANEA)
NERIAIC & 2 RSt I MR IR A S BER B F IS B L Tl
M OBERBH SN EMRESN TN D,
TMABHERE. FSUNVERBESOIMHRIBES (5

FEAHH)
11.1.4 B8R - BERKRIG, FHREMRE. FHRHBLAES
(BEEEABA)

RAEER, EE U TEHFBMAZALE Lo BgRE - &
BRBRIG (FR. BIR. BF. BREE) Pdbsbh.
BRPEBICEL I ED DD,

11.2 ZOfDEIRG

5%LLE® |1 ~5%AM| 1%ARMT | SAEAH

BRE. BIZTY EIE

i - BIER PR

EEEIR

B iR . B
iz, CKL

RFFER R BV, | RERS TP
(:GTERfar) |HEAR. FER B
TR EEl

WRIR 2 MHEE %%, B

HbER

iR DA i
iR EVZUAN
#is. @i
EREGE M
EKE. £
FEALBE
Mg I
HEC-KIn
#H (CRP)
L7

) FEBEEISHRA| O B R B R ERHE 2 & T

14. BALDER
14.1 ZEERRBIOER

g a2

Z DAt ALTER &

14.1.1 1E7ER
(1) BEEAHKEE. AU YRBICIVRBESINLT 2 AKR—
FIImEHWSZ &,

(2) BEELP GBIV H UEIRICZ > TASEHAT S &,

3) AR =fhoT 7/ F U ERELTEELAZVWI E, [7.1 &
el

(4) $t2EEIEIDICY Y Y DICRALRA. Lo VEEL T,
¥ - ARBICEVWERZHRET S &,

(5) THEETOEMDSIMBERICA>TVAENWS EE2HEIPDZ L,

(6) AFNIIALIEIRY OFFHET 2 &,

08NHNO

14.1.2 &8/
(1) #EH. Bl L. 7La—LTHEET 5.
(2) FIAMNESICH 2> TIE ARk - HREAOZE 2T
SO TEHDORICERT ST &,
- HREETIICEE LW &,
C EHEHERALZE S, BUEORALMBOBR 2 47
BARESICHZRE, MUZPATEHNT S &,

15. ZOfDER
15.1 ERPREMICE D <&
15.1.1 FANZ. &H T 2 FMBLII ORI O fifi KERE I & 5 BEGE
120t LTI PRS0
15.1.2 HEBFEEN S 5 W IIME RO S ETBEICER T 2
F IR DIBRDTHICIIIRAF LN EEZZ 6N,
15.1.3 MR IREOBROF L WELT OB HHIH L TR=
U Y EORENEOFHREFTORTRHHEIR. &
AloOBER L HRAEMEORS ZHIELZ W EFEE LU,

17. ERPRRYHR

17.1 BHERUREECET HR

17.1.1 ERERRAER
EIN2ME 3% CHREF13061IC D W T HEHE S M- RRRBEOMZE X RO
LBV THB. 65BDBNICHKFZHEL . 23FHIT R TOHE
BN 2 BT X O EeRE % O U4l 2 ELISAR: CRIE L 7z
B O AR I FUAM I B RT 0 2.3~ 15.36% (FhR{ES.61%)
DEFRZERL. 2EL EOFAERIEZ R LA RIIERFNT51.6~
96.9% (HiRfE2.2%) TdH -7z
AR B WA O PRI R 2 MGE L R E S Tunkn,
6561H14961 (75.4%) I6HDREIRIEHRD Nz ZDELED
IESHERAERATHE (72.3%) EEHBAIFR17H (26.2%) . E
SHRAERR ISP (23.1%). BEREALE (6.2%). ERE3ME (4.6%).
ESTRARRERR M (3.1%) Th -7

18. IR
18.1 {EFIREF

i RERE X € DORBU K > THRHNTOREERD» SRESNTHBD .
M RIREFREDO BRI THE RV v hT A (BHEE) 1049 2
TEDPEARBEEEET 5L, BREMFEAVELHERSN, HIER
Ehdo
FANIHUR & U 2B O A IRBEFRME LA ) Sy h T F2g
CIiRIKET 7 F > Th D FHZHEET 52 LIC& D 23BHDMi%
WREFPEMETLAR ) Y 7T A FISHT 2504 LR U BEPH
HEZHEERT 2 EEZI6N5%,
—RIC. PRI E R RAPEGUE L NV O ERIE, U7 F R
EIBETICEL Y,
MBEFRIMER AR Y H v h T4 P&, ECTHRIFREEA =L
WKE > THRZFERT D, DD, 1ZEA EDONHRIREFNIMIET
IZRT B PURISE X RERP KRR 2FARMOIN R TI—RIZZL
WARXIIARLETH 2. 23 RIRE T 27 F > & A 7R RERERIC
D, IS DOFRMER I 2 RBREANRS NIz, £z 121
1Ml B O23Ml DR R FRE T 27 F > % 2L LD/ NRIER OB A ICHE L
TERREBIC R D S5 OFEMER I T 2 RIZFEEI RS
7090, [2.1 2]

20. BIRVL EDER
SV I L TIRIES 5 2 &
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YUYy 05mL 1K
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525, (RIRIGN LDER

AAENE 2L OB IEEE 2B 5 iR BRE IS & 2 BIYRE D FERE T Fi |
OEMTHER LSS, ZAFLY YT (BIEFHEZ), X7ty a
7T VE LA Ty 28 RGN 5 B ARG DR E &
N5,
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WSCE (%)

20XX A4 XX H 1Bk (BE1ARD) BAEEERNEES
876311
B ik 2~8°C, WREZMET D & MED 7 F
HRHARE - RE R 25308 LR zESE P EREE
2UAHRERERE AT Y 7 5 RS Eg0a 20XX & XX A

(MEMER S 77U THERMEE)

Xy TNV O RFHEID

A R i

EHOIMI X E=ZBI/O &,

B S CAPVAXIVE® for Intramuscular Injection Syringes

WU« TR — B A D07
Y T

2. BETENE (FHEEBEZRITHIEABELTRHRIE)
210 KAIDOES TP 7T I T bF VA RICHTHEED
TUVNAX—RIG (TF 74 7% 0—5%) 2R LEZERD
B ENHBLMNRE [84 2]

22 ALDRFERERLCVDEHE

2.3 BERAMIEBIZO D> TWA Z LN LN E
2.4 LRI DEOIE), FHIEEEITO 2 LAY

REICHDHE

3. BUEDOMER UHERL - tHIK
31 BEOHE

3.2 k) OEIZIR$ 21O M iFH o i J¢ BR T 2 51012
L, BROMREKERERY oW T4 Raefhti L, 1F
g5, ThDOMMREKERER )y T4 NETRNE
SUHRBT ) ULATIEEL L, BT I btk v ¥y
U TH N TET CRM]()7& %é\é‘ﬁ__éo CRM]()7ﬂj:r('f?Ej:ﬁz)_
Pseudomonas fluorescens (FFE CS472-030) 12 XV FEA T %
BUHELR 7TV THERTH D, HR LR EKE KR Y
P T4 F-CRMiosf & & IR TIRE L TRAILT 5,
ARFNIIHRERE RN Y > B 7 4 FORETRT, v
HRAy (BY X 8 2V CTRILEEERZHERAL TV 5,
3.2 #Ark

jongd XY v TNy I AHEL Y Y
BRIERGY | FHRERBE RN Y Y > B 7 A F-CRMyoriiti o 14

& 0.5 mL

1|

g

GR |WRERE AR U Y T A RILER3 : 4 g
i Je BRE HEREAR U W 1 T A FIHLTEH6A : 4 pg
WA ERE FEMER U A > B T oA RIEHRITF : 4 pg
WA ERE PMER U > h 7o RIEHS : 4 pg
i S BRE HEREAR U W 7 T A FIHLFEHION : 4 pg
WA ERE FEMER U > h T oA RIiEHR10A : 4 pg
IS BRI MR U > 7 T A FILFEHIIA © 4 g
S BB HEREAR U > 1 T A RILTEHI2F © 4 g
S BRI HEREAR U W 1 T A RILTEH15A : 4 g
JHREREFNEAR U W > BT 4 RiiER15B O O-fii
TEF ALK 4 g

i ERE HEMER U > h T oA RIfiEHRI16F : 4 pg
i BRI HEREAR U W /1 T A RILTERILTF : 4 pg
i S BRI AR U Y > 7 T A RILIERII9A : 4 pg
i S BRI MR U H > 1 T A RILTEHI20A : 4 pg
i e BRI HENEAR U W A1 T A RILIHRI22F : 4 pg
Fili BRI AR U W > 7 T A FILIERI23A : 4 pg
i BRI AEMEAR U W o 1 T A RHLIERI23B : 4 pg
Jili e BRI HEMEAR U W /1 T A RULIERI24F : 4 pg
TR ERBE MR U > T A RiffER31 : 4 pg
i S BRI SRR U W 1 T A RILTEH33F © 4 g
i S BRI SR U W h T 4 FILFERI35B : 4 g
CRM,o7 : £965 ug  (F /37 BHELE LO)

#

WAl (¥AkF b A 449 mg

AU Y _— 120 :0.5mg

L-t AF T : 1.40 mg

L-t A5 ¥ UK : 0.15 mg
HiRE WA

08PVB2

3.3 HEIDMIK
e 4 Fr o TNy I ANFEL Y Y
pH 53~63
2FEIE 1 (EHESERICxT 5 )
PR M CHEPA~ALAXE 2T DK

4. PEEX IR
EEHEXEMAREICSSEBICRETIIRINEVES
ADNBHEAZEITHMAREIC & DBFEDTH

5 PRENIIMERICEET 3EE

5.1 JHRERE MR (3. 6A. 7F. 8. 9N, 10A. 11A,

12F, 15A, 15B, 15C, 16F, 17F, 19A, 20A, 22F, 23A,

23B, 24F, 31, 33F K UN35B) LIS OMZREREIC X 5 Y4

ST O RN LD EYMEZ TRIT 5 Z L IXTE2R0,

52 V7TV T OFHERICEAT LI LiIxTE RNy,

53 MRKEICLDFEBICHEET LI AT BENEEZE XD

LERANEIX, LLFO L D RO H 15T,

o [BIEMZR DR, REA, HFRBSUIER S

o BEIRP

o FERERECE L IZBMRIC L 0 ERARIETH D T E
DIRFENEDN D H

o SRR ST KA MEE

SRR ML ERSE X122 O s~ 7 1 B U E

ANTANHEOIER, 1BIEBERINS O F BRI LV £

IRBEEREDME N L3

o LRRLISN TERIAARK OHERE 2 3 L RO 1=

6. RER VA=
1[70.5 mL % AWNIC S35,

7. BERUVAEICEHET 5FE

71 FEERE
ERALEERBOTHEITE, thov s F o L R HFES
HTENTED, [14.1.1, 1412 /]

8. EELEAMIEE

8.1 AFNE TPPEEfE IR KO T 4 FE 5 i 22 5E

IZHELL CER T2 2 &,

8.2 WiBMEF IOV T, BRI L TR, RIBL OB

(fi2, WE2L%) ICk o CTREEREEZH~NDL Z &,

8.3 BT XL OMHEF T, B B IR I e B 1Lkt
. BRI A SRS D, £, BERER OREERICEE
L. RETOREIERCHEAOE N, & HITmEN, SR
WIMEIRE R LGN EMOBEEZITD LD
TR BED Z &,

8.4 AFIBMEBZICVa v s, THI74T7F—2EFLEED
TUNAX—IENHHLIND Z ENH D=, BRI EEE
BT MR e +3cTH 28, BEOT LAX—KIG
M S 2 GAEITH A T, MY ERLE LY EHIZITX 5 K
T LTELZ &, [2.1, 111 &#]
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9. HENEREHITHEICHTHEE

91 EREIEE (BEOHEETSICHEL. IEEETS
)

WHREREE RO WT NI LT 5 ERBO LN GE ., &
FERIER OMRE B2 L. 28K ORI A O HIE & HEIC
T, THiEEm oI, RIS, AREC DN THo 728
HEITV, RIEE2HEICHZ LT, EELTHERET L2 L,
911 BEICREFLEDZHALINTWEIERTIEREIC
KRMREFSEDEN NS E

G MHERIEZ 21T TV D%, GIEREDOFE TIEAHI~DR
P SOGME N3 2 aTREMEN B 5,

912 DEMERKEE. BEASE. FiRER. hikkE. &
BERESFOEREKELHFTHE

[9.2, 9.3 &R]

9.1.3 PHHEECHEER2BLURNICRBDA DN E=ERUE
BURPEDTLUILX—5G5EREELEZIELNHDE
914 BEICESZOEEOHLEH

915 RBEIDBARIFPCITITUT FFYA RIZHLTT LI
X—%22TE53BThOHE

9.1.6 I/MRBAE. ZEREEDOHDE. NABEREZET
LTW3HE

HAER SO IO ENRH 5,

92 BEHEEEELHIT LHE
BEREEEE TH D, [9.12 ]

9.3 HHEEEEEH T 53
BEREFEEE TH D, [9.12 ]

9.5 1E4%

I SUFEHE L TS ATREE D & B M1, TR Lo
BIMEN G E EE D B SN AEAICORERETH 2
L

9.6 ZELIE

TR LA MR ORI REOAREEZEE L, LD
ST L2 BT 52 &, AFlOE N TOHHEAL.
HADOBITHER O EINTZAR~OREBIIRHATH D,

9.7 INRE

NS R R U BRI RRBR 15 LT 2R,

1. BlRG

WORIFIEN S B D Z LN 5 DT BEE 43TV,
HENRD LNIEHA IITE R LB AT 2 &,

1.1 EXLEIRE

vaAvh. TFI45F — (HERHH)

vavd, TTI747F%—%FLEEDOT LIV — KIS
LoD ENbH5D, (84 B

VE 1) WA (005 35 V) 1B TIRIED T LSRG (R )
MBS S,

11.2 Z DD EIRIG

lO%l}lJ:ﬂz) 1,\,10%*?%?{2)
R TR B BV
i R K O B i AR
LA
— - B BEE K |V TESHELALEE, T
O EEALOIRTE | (36.0%). S5 |HHERACAERR. JE#L
(38°CLL L)

H2) FEBUERE L, ENEIAHRSR (009385 (65m%LA Lok AN) ], WSS IIAHE
B L0033k (657 EDRA DM DT — 2) ] & OV BE L[R5 TSR [008
AR (28 Bk RYE ISR T2 U R 7 2T 5 18~64R DR N) 1 DFEAFERIC
HEoxRM L, b ORBOMEFERICEVTI8~64R DM A TIE, 655%LL
EDRRA X b E SRR E D572,

08PVB2

14, BHLEDIFE

141 EFIEEROEE

14.1.1 iR

) KR EMMOT 7 F o LIRAELTERLRZN L, [11 &
]

2) WIEE ST H UFEIRIZR > THh HESHERT 2
&,

(3) HEHANZIERL T, KR E SUIE AR 2O DA s
52 L, RRESEANED L GAICIE, L
Wz &,

@) $FEBEHE IS Y U DICR LA, Lo EET D
&,

(5) HEHEO N MENIZA > TNRNZ L ZfEND D Z
L

14.1.2 HEBEN

(1) RENIAHANERORIHERAT S 2 &,

@) oU 7 F o L FMICAR 2 HET 256, #2250
ICERT Az, [7.1 2]

(3) EEREEALIL, @A, RO SR e L, BT
N VETHET D, b, BT EE e itk L O
WHFAET 2 AREIED & 2B AT L 2 &,

4) BRPRIESIC BT > TE, Mk - RS ORE 2T 572
OTRORICERT D &,
CHHRIIHANBEREIC R SR I T, MR, ME. BEOHA
THMICBE LWL S | FHEEEEE I L TEn iR
WET 5 2 &,

AR EITHALICHERE L 2 &,

B ERIA Uiz & & BUR O 2 R0 MR O & B 1
BEEBICEEHRE, WErATERHT L2 L,

17. BRERALIE

171 BENHERUVREHICET 5 HER

1711 EIRNFEIHEFER (009:KER)
CHEMREGRBRIZI T, RERE D 7 F B
657k LA_E D RN 450151 % SEAE 2 1251 0 A1 AKX 23 i 2¢
BRERBEAR VT4 KU S (BLF, PPSV23) %1
THPIPICEERE L 722,

AFKI XL PPSV23EFEL30H B 0 i B B4~ Y = 1k
BRIGME (OPA) &M EHFLAAM (GMT) (LT, OPAGMT)
W2V T, AN 123608 il 5 iR 15B © PPSV23IC
%14 HIELPERAE KK, PPSV23D GMT HDif195%(E 15
XM (LLF. CD) O FRBS0.52 B2 5] &z L, JEH@m
JETU15C C PPSV23ITKF 3 S ML UE (KK PPSV23D
GMT L DOEI95%CI O FREMA1.0% M2 %) #iml- Lz (&
1), £z, MiEHIEFEL OPA JRE SR (RBRIERERERT)> D HE
#%30H H £ TO OPA JGED EFMERNAMELL L TH - 7=k
FHOEE) 12oWT, AFNE8IEI M iR < PPSV23IT x4
LHERIPEFE [OPA JRE R OB 22 (RAI—PPSV23) Ol
95%CI D FIRN0EM 2 5] %z Lz ($2),



WSCE (%)

F1 AFIIL PPSV23EAE%30 H B D128 M ys R, sl
15B K OFE@EIMER15C (%9 5 Mg H A OPA GMT
(009785#)

@ GMT L DOFMIS%CL O FIRA2.0% X 5) Zimil- Liz
(£3), MiHR15C © GMT LD HI95%CT D FIRIZ1.77 T
bolz, Fio, 50LL EORRAIZE T B M iEER B OPA

JIIRE=EIY AH PPSV23 GMT ft ISR (IRBRIEEERLNG 2> b HERE30 A H £ TO OPA JRZE D
(N =225) (N =225) (AFl,/PPSV23) EFREEPMELL ETH - 12 HRE OFIS) 1250 T, AH
n | GMT! | n [ GMTT (95% CIyf VELFESEE M E R 0> 5 5 10105E R C PCV20IT 53 2 e
123@ MmyER (GEZ M) 1 [OPA ISEROFEM2E (AHI—PCV20) D Mil95%CI
3 224 | 1573 |224| 167.9 | 0.94(0.75,1.17) DOFRB10EMA D] &l Lz (374), MmFHISC O
7F 225 | 26487 |225] 2442.6 | 1.08(0.88,1.33) OPA JEZ ORI 2 DOMI95%CI O TIRIZ5.6% T > 7=,
8 225 | 1289.9 [225] 1148.6 | 1.12(0.93,1.36) - - ) o \
ON_ | 222 | 28535 |222| 27095 | 1.05(0.86,129) K3 RIRE Y 2 T AFRED 2SO E DRI
10A | 224 | 14938 | 224 9049 | 1.65(1.28,2.14) é/&%ﬂxu PCV208:FE#30 B H o i 45 5 A9 OPA GMT
1A [224] 12888 |224| 8499 | 1.52(1.20,1.92) @_i f;‘%ﬁ) .
12F | 225] 9849 |[224]| 5002 | 197(1.43,2.72) 175 % A PCV20 GMTAL
17F [ 224 30564 [224] 1911.1 | 1.60(1.28,2.00) N=1179) | N=1177) | (A#l/PCV20)
19A | 225 13289 [225| 11483 | 1.16(0.93,1.45) n |[GMT | n [GMT! (95% CIf
20A | 222 | 25761 |224| 17840 | 1.44(1.18,1.77) 1036 (JES1E)
22F | 225 | 18104 |224| 13018 | 1.39(1.10,1.76) 3 1154 | 274.0 |1161| 176.7 | 1.55(1.40,1.72)
33F | 225 | 76582 |225) 88169 | 0.87(0.68,1.12) 6A | 1148 [2302.0|1153|2972.5| 0.77(0.68,0.88)
15158 GE%HE) 7F 1152 |3637.4]1158|3429.9| 1.06 (0.95,1.18)
158 [ 224 ] 20843 [221] 14607 | 1.43(1.07.1.89) 8 1155 |2501.3| 1158 1811.1| 1.38(1.25, 1.53)
m¥T5%IST2;1?%‘§)788 T30 2000 | 205 (56,270 10A | 1161 |3893.4|1159|4678.0| 0.83(0.75,0.93)
+GMT, GMTH:&U‘%@‘)S%&I =N r“nlJ#’sﬁHéﬁ%”#%~5ﬁ¥ﬁ (L§T1\ c,LE;A ) A 1145 |3232.6]115012092.8] 1.54(1.39,1.72)
N ‘ ' 12F | 1160 |2641.2]11612499.6| 1.06(0.92,1.21)
NIRRT 2 AR S U B, neRbT S L B M 19A | 1159 |2136.1]1162|2817.8] 0.76(0.69,0.84)
20F | 1147 [3874.5|1154[4770.1| 0.81(0.72,0.92)
2 SIESLE M IE R X3 D M IE R A5 FLAY OPA IR (009 33F 1154 |13558.9/ 1157 |11742.1] 1.15(1.01, 1.32)

E)

L3 yE R ()

IR AF PPSV23 # (%) 9N 1147 |7470.7] 1150 [ 16404 | 4.55 (4.12,5.04)
(N=225) (N=225) (A7 —PPSV23) 15A | 1107 |5237.2[1102]1589.0| 3.30(291,3.74)
HsE OIS | peE ORE (95% €It 15C | 1153 [42162|1158]2072.3] 2.03(1.77,2.34)
(m/n) (m/n) 16F | 1151 |4868.2]1153| 8463 | 5.75(5.16,6.41)

6A | 72.8(134/184) | 453 (86/190) | 27.6 (17.8,36.9)
15A 597 (108/181) | 26.0 44/169) | 33.7(236.43.0) 17F | 1148 |7764.9]1156] 460.4 | 16.86 (14.90, 19.09)
16F | 503(99/197) | 11.9(24/201) | 38.3 (29.8,46.4) 20A | 1161 16099.211155| 631.1 | 9.66 (8.66, 10.79)
23A | 57.6(83/144) | 279 BU/IID) | 29.5(17.4,40.6) 23A | 1132 |3737.2|1104] 4615 | 8.10(6.86,9.55)
23B | 82.1(165/201) | 43.7(87/199) | 38.3(29.3,46.7) 23B | 1160 |1082.5]1160| 107.3 | 10.09 (8.48, 12.00)
24F 42.9 (85/198) | 16.0 (28/175) | 27.1(18.3,35.6) 24F 1153 |2728.6|1130| 70.5 |38.71 (33.87,44.25)
31 70.3 (154/219) | 13.1(28/214) | 57.3(49.3,64.4) 31 1153 |3132.5|1154| 1444 |21.69 (18.68, 25.18)
35B | 529 (117/221) | 6.0(13/218) | 47.0(39.5,54.1) 35B | 1153 |8527.8]1159|1383.0| 6.17(5.59, 6.80)

FHEE 72 K OV 095%Cl 1%, &) Miettinen&Nurminen {12555 <,
N=fE{EA LR ONT 7 F B S N REI. m=D7 7 F BRI O B %30
A B £ TO OPA JRE D EFMERNBAFHELLETH o 7o RE L, n=fEHT S -k
FH

ARAEFES OEFHINLA FF G ORBLEIE 1332.9% (74/22541)
TH Y FRICHTE U2 AAHERE%S B B OB A FH 5
DFEBENEI1TILIR26.2% (59/22501) . FLBE5.8% (13/22561) K&
ONENEA.0% (9/22501) Th o1z, Fi-. AFERESZOEH M
BHEFEROFRHEIBIL17.3% (39/22561) THY . FAHTHE
LA EESHHORGMEEEFROBHEENE 1L
6.7% (15/22541) | 5863.6% (8/225%1)) . #PIIE2.7% (6/225%)
KOFEEN (38.0°C LLE) 0% (0/225%1) TdHh-o7z,

17.1.2 B EIMAEFER (0035ER)
CTHERIEGBRICR VT, MREKE T 2 T U BRI 2
505 LA D AN2,362451 K UV 8 ~4975 D % A 30145 % MEAE 2 |2
EN0 fHF . AREDUIIEER20ME R ERERSE SR Y 7 7 (B
T, PCV20) % 1[EIf5ANIZHAE L7,

50i% LA E O AT I 2 AKX PCV20HEFE%30 H B O ifi
TR BLAG OPA GMT (22T, AFNIR 10358 1 15 T
PCV20IZ %9~ % IEL M FEHE (KA PCV20D> GMT Lo [l
95%CIL O TIRM05%Bx 5) %z L, 11IEHBEMmIFER D
5 H10MIETL T PCV20IZ k3 2 k5L (%1, PCV20

08PVB2

FTGMT, GMT LK U D95%C i, cLDA #:C & v Bt L7z,
N=IE{ES(LR T 7 F 3 ST R B n=fRhT S 7o piied $

4 FERERE D 7 F BRI 720505 LA E o Rk A IZEs 1
2 FESE MIE RN xS 5 Mg R AR LA OPA IRA 2 (0037
)

IR AF PCV20 7= (%)
(N=1179) (N=1177) (A Al —PCV20)
weERE OEIG | R OEIG (95% CIyf
(m/n) (m/n)

9N 64.7 (595/920) | 19.9 (195/978) | 44.7 (40.7, 48.6)
15A 66.7 (462/693) | 35.8 (253/706) | 30.9 (25.8,35.8)

15C 83.4 (794/952) | 74.2 (695/937) | 9.2(5.6,12.9)
16F 71.9 (654/910) | 20.8 (200/961) | 51.1(47.1,54.9)
17F 75.8 (653/862) | 9.5(90/952) | 66.3 (62.8,69.6)
20A | 67.3(675/1003) | 9.6 (97/1011) | 57.7 (54.2,61.1)
23A 78.9 (598/758) | 36.8 (270/734) | 42.2(37.6, 46.6)
23B | 85.5(873/1021) |49.6 (506/1021)| 35.9 (32.1,39.6)
24F 80.5 (745/925) | 6.3(55/872) | 74.2(71.1,77.1)
31 76.5 (698/912) | 17.9 (171/954) | 58.6 (54.8, 62.1)
35B 60.0 (550/917) | 6.8 (67/988) | 53.2(49.6,56.6)

THEE 72K OV D 95%Cl %, JE 3 Miettinen&Nurminen {E1Z 555 <,
N=fEAEAAL RO 7 F BRI S NI RF . m=D 7 F L HEffini ) o 8t 30




WATSCE (

ra

)

A HETO OPA JBED LRGN 4 (5L LT - 7o PRF K, o= Stk
R

JHRERE U 7 F R 220 50 UL RO AIZB T,
AR EEZOENBMAEFLORBERE ST 42.9%
(505/1,177 ) TH YV, FANHLE Lo AFIBEHES 5 BRO
VER SR A E R OFEFEE 1L 39.4% (464/1,177 #1) | §E
IR 6.0% (71/1,177 f31]) L OVKLBE 5.4% (64/1,177 f5]) TH > 7=,
Fo, RAEEEO LA EFZ ORI ST 392%
(461/1,177 ) TH YV | FANHLE Lo AFIBEHES 5 BRO
WA EFEGORBLEIGI3IE S 20.1% (237/1,177 B1) , 54%H
11.5% (135/1,177 #). f5AE 5.9% (70/1,177 Bl) K OFEER
(38.0°C LL k) 1.3% (151,177 f) T -7z,

17.1.3 EELREMAZER (008:ER)
CHEEMREEGRBRICI T, FHANTEE U7 i R e
IZHERT DU X7 215X 2ouj:7ﬁa“7 18~647 D% A
518{5 (HARN36GIZ ETe) ZMAELBIZEID FHT, AAl+7F
TR TIEAAIBEFRE%SE B 12T 7sz %, PCV15+PPSV23
BTl PCVI5#EFE#% 8 H 12 PPSV23 4 1R RIS HEME L 7=
4)
U0 F L h R SN 1T BV T, 1946 (37.6%) 1B
FRIFD I, 8461 (16.3%) IXI@MELIREBD A, 2361 (4.5%) 1%
1B ME N D A, 34451 (6.6%) 1ZAB M AFHE B D A, 9961 (19.2%)
ITAEVENR B D, 821 (15.9%) 12U 27 #2-oL EA LT
AV
ARAEFEH30H B O MIEERF BE) OPA GMT (22T, AH|
AN E £ 5202 T OME
AFFEFE%30H B KT PCVI5+PPSV23 %30 H B D I
TS BLE) OPA GMT 25\ C . AAIE 13 3 1 i ¢
PCVI5+PPSV23 Bt & [A] 2 FF o | 8 Jk 3t i@ ifn 7§ & <
PCVI15+PPSV23HE L 0 @B b B 28 L7z (5),

08PVB2

MCREISEZHE LI,

#5  AABEREH%30H H &LV PCV15+PPSV23#:FE1430H H O
BRI B OPA GMT (00875R)

JiRE KHl+ 7 7R PCV15 + PPSV23
il (N =386) (N=130)
n | Observed 95% CIf n | Observed | 95% CIt
GMT GMT
13338 1 7578
3 P52 2162 (188.6, [104] 1929 (156.7,
247 .8) 237.4)
6A [347| 3734.9 (32043, |92| 24438 (1779.0,
4353.4) 3357.1)
7F |355| 4261.2 (3781.6, |109] 3218.5 (26273,
4801.6) 3942.6)
8 [357| 3460.8 (3083.1, |106] 3406.4 (2635.8,
3884.7) 4402.2)
9N [354| 7553.9 (6664.1, 107 4548.4 (3696.8,
8562.5) 5596.2)
10A [355| 4502.0 (39337, [107] 2542.0 (1897.0,
5152.4) 3406.2)
11A |358] 3761.7 (3375.8, |106] 1697.2 (13384,
4191.7) 21522)
12F |356] 2432.3 (20827, |107] 1364.5 (956.1,
2840.6) 1947 .4)
17F |354| 104253 | (9099.2, |104] 4331.7 (324823,
11944.7) 5776.3)
19A [356| 28372 (25352, |106] 24372 (2008.5,
3175.2) 2957.5)
20A |357| 8091.5 (7169.4, 99| 3749.8 (29324,
9132.3) 4795.2)
22F 357| 44327 (39142, |108] 27174 (2201.7,
5020.0) 3353.8)
33F [347| 24512.8 | (211498, [101| 11395.1 | (8884.5,
28410.7) 14615.3)
8 e fn 775 784
15A 353| 7274.6 (6398.7, |104| 1791.8 (1361.7,
8270.4) 2357.8)
15C |353] 7923.1 (6726.7, |107] 2269.8 (1651.8,
9332.3) 3118.9)
16F |356] 9546.6 (8396.2, |105 1626.2 (1224 4,
10854.6) 2159.8)
23A |346| 58753 (5005.5, 100 1493.9 (1009.1,
6896.2) 2211.5)
23B [354] 2316.9 (19259, |108] 117.0 (734,
2787.3) 186.4)
24F |354] 5677.1 (50982, 92| 1666.8 (1257.6,
6321.8) 2209.1)
31 [359] 5803.9 (4991.8, [105| 360.7 (233.0,
6748.1) 558.5)
35B [347| 131413 | (11584.8, |104| 1812.1 (1408.6,
14906.9) 2331.2)

THEPNOS%CI 13, t A3 I35 < FHARRHEUREE LMD CL A i e L C Rt
L7,
N=MEAEAIL R O 7 F R S T BRE SR, n=fRHT S 7o R 4

KEN+ 7 7B REETRED SN EFN A EFROFEREES
1353.4% (206/386%1) TH V. FANTHE L - AFIBERERES H
[ D WS AL A FEFR OFKEEIEG 1T 49.5% (191/386H1)
mx£7 0% (27/386f)) K UMEAE6.5% (25/386f) T -o7-, £
. AHN+ 7T R TRD b2 EFLOREHE
@51 6% (199/386f5) TdH VY . FRANIHE L= AKIBEFE%S
EIF'%L% PER B G DR BUEI G 13 5724.6% (95/3864) |
G 15.8% (61/386%1) . MiIIH8.0% (31/386%1) K OMF&EL
(38.0°C LL k) 1.8% (7/386f1) T -7z,
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18.1 fEE#F

AHNT, FRENRF L U T X808 (CRMyy) &G L
TR A SR A IR ERFERER U o b T4 REEHLT
BY., MREKEOFT Y= 1b, BEKROREZRET D5
KEFHE L CMREREIC L 2RBEZ THT 5, AFNIL T H
IKEHSRIEIS S 28T 5, v U T X N7 BR R~
=T AT, TR A B RN 0 B B BEREME K OV
AP ONCELE B MO EICE 595,

20. L LEDEFE
SMEBRER I L CIRIFT D 2 &

22, A%
U Y 0.5mL 1A

23. EEHk

1) fENERE : WA E I RER [005 3BR] (20XX 4= X A X
H7k§8, CTD2.7.6.2.5)

2) thEEE : ENEIHERER (009 #RER] Q0XX 4 X H X
H7k§8, CTD2.7.6.2.7)

3) Platt HL, et al. Lancet Infect Dis. 2024; 24: 1141-50.

4) #EPNE R ERE SRS IR ERER (008 3R] (20XX 4F X H
X A&, CTD_VU A7 KA 2.7.6.2.2)

24, XHERERUVBEWEDLEE

MSD ¥k &4t MSD W A X ~—HR— b ¥ —
HORUER TR X LR 1-13-12

ERBERE DT« 7V —F A ¥/l 0120-024-961

25. RIRIEMH LDEE
ARFNIIRBEFT DRGE & 72 5 7auy CEAGEE EARILED .

26. WERERESF
26.1 ®iEHRZET
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W5 M O EE D B 5%
EFe

& =

CRM Cross-reactive material —

GMC Geometric mean concentration AP

GMT Geometric mean titer AP AT

HAI Hemagglutination inhibition ARIMEREEEE A 1

1gG Immunoglobulin G wEs7a7Y G

OPA Opsonophagocytic activity * 7 = A ERTEE

PCV Pneumococcal conjugate vaccine JREKEFE ST 7 F

PCV13 Pneumococcal 13-valent conjugate vaccine MM R ERERS A Y 7 7 (I
(Prevnar 13™) BHER 7TV T HAERAGE)

PCV15 Pneumococcal 15-valent conjugate vaccine ISR ERERS AT 7 7 (I
(VAXNEUVANCE™) BHEER T 7TV T HERELEWE)

PCV20 Pneumococcal 20-valent conjugate vaccine 20 R ERE R A Y 7 7 (I
(Prevnar 20™) BHEER 7TV T HAERAT)

PnPs Pneumococcal capsular polysaccharide M RERERER VY v B TA K

PPSV23/PPV23 Pneumococcal vaccine, polyvalent (23-valent) 3T RERE IR Y > BT A D
(PNEUMOVAX™23) JF

QIv Quadrivalent influenza vaccine MiiA TN T T F

V116 Pneumococcal 21-valent conjugate vaccine QUM RERER AR 7 T (I

ER 77V T HERESE)
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1.8 HRIXE ()
1.8.2 MEXEFHR (F) RUZDHERML
1.8.21  MMEXIIUMR (F)
50 CA LR NI T DR ERE  (MiER 3, 6A. 7F, 8. 9N, 10A, 11A, 12F, 15A, 15B,
15C. 16F, 17F. 19A. 20A. 22F, 23A, 23B. 24F, 31, 33F }xU35B) T & DEGHED TP

X B EGED T 15

1822 MEXIEIMR (F) DHRTEREL

VIO PR & LD MiER (BEAROWTHOMREREY 7 F 1 b & a0 8HidE
DI MIE 2 ET5) KIS 2 MAEKERIEAR ) v h 54 R TN ENEEERY 7T
U7 #mATHLxY VT Z 37 E (CRMigy) I E SETZT ¥ 23 MEGINPCV TH 5[2.5.1
H],

VI16DRhEE I Zh R (£) 1XEWN KON O IER AR AGE I RS &R E LT,

[E N 5 40095 BR

NREKEE D 7 F A EREEE D 72065 LA =D A AR NRRAIZ IV T, VI16IL 1250 0 42T D LI
T K O 2O PEMIET1SB (VIO CIMIER15C & 2275) O IiMiER AR5 OPA GMT (220
T, PPSV23IZxtd 2L MA R~ LT, 70, (B OIEILEMIFERIZIHB N TS | MiFA15C (PPSV23
RECIMIERSB & 227%) CTrmiER AR OPA GMT 2O\ T, MiER15C LIt o SFRME D JE M8
MG CIRIRBREEEARR T 7> O %300 B £ TOMIERERE OPA JEZ D FAAFERMB 450 T
& o T WBRE OEIAIZ OV T, VI161% PPSV23IZ x5 2 R 2 R L7z,

F 7o, IRBRIREERERT) D B30 H £ TOMIERAF A OPA A D EFMERPAELL ETSH
S TR E DEIRITONT, VIOIIARZE M MER15B M OFEd i@ miEH 15C T PPSV23L Y
HEWMEZ R LT,

VII6DEFMIZBRIFTHY | o7 a7 7 4 VIE PPSV23 L ABETH -7,

#E41 55 48003555
i REREE U 7 F L AEFERE DN 720 S05% LA _E DR AIZ IV T, V6K 105 E 04 C o @i i o
MIERRF A OPA GMT (22T, PCV20IZKT B3 EH M A /R LT, 72, VII6ITMmiERFF R
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OPA GMT K ONRBRIEHEFERT ) D300 H £ TOM{ERMNFF A OPA JEE D EFAAEHDMELL
ETH o TR E OFIGIZ oW T, 1T OIEIEMIFER O 9 B 10FEE T PCV20IZ %7 5 El:
HAEL - LT,

FEILMIMIER15C TIX, V1161% PCV20IT k|3 D BRUHE R 2T 72 S 7o o 72y (yE YRR
OPA GMT D MHI95%(E XM D TR FANCHE L 7o BB EETH 52.028 2 971.77) (8
BRIEPERRRT) D EAE%30H B £ TOMERFFRY) OPA IRE D ERMEENMEL ETH - - 95E
DENEG DD WIS %E X M O TR FANIHIE L - EEMEEETH 510% 4 2 975.6%). =
AL PCV20IZE £ 5 MER15SB OHUFIZ L » TIIER15C 1257 D A2 RS TE SR I 3 i
SN EICERT D EEZ LN, B, VIR O 4300 H £ ClomigERes =M
OPA |54 O ERAERENAMELETH - 7= OFIE 1T, HmiMmiER TR64%~89%, FEH:iE i iE
A (fyERSC 2 & de) THI60%~86% ([5.3.5.1.4: P003] Table 14.2-13) TH V., WIhbEh-o
77

V16D AZZSOGHEMIERL15B (MLIEHL15C & &Z27) 1Tk 5 BN B T AN HE L7 7Fs vlee
RPURINE O FYE (VIIOHERERTH HHEEFE%30H B £ ToMGHAFRE) OPA IH%& O EF53RD3445%
LI ETH - 124 OFIG OMi95%E X M O FR2N0.52 8 2. %) iz L, V116/ZifiEH 158
(2B 2 2T OREFRMEFAE B C PCV20 (MLIEH15B & i) & [FREOREINEEZFHE LT,

VII6DHEEMIZBEIGFTHY . LM77 7 A4 WX PCV20L AEETH -7,

#4} 58 T AH0055 ER

JRERE T 7 F L BERE D 8 D XX 720505 LA E DR AIZIB T, VI161E QIV & D[]k T
bR A R Uiz, [AIRFRERERE L, VI16BEHE% O MRS 2 OPA GMT IZ2W\ T, VII6IZE
FND2FEHO MR D 5 6 20H 8 CTIERIRFHERERF I3 2 L MR EA 72 LTz, miEH23B
T, [FIRFEERE R IR R MR ISk 2 FES PR RE AN 72 72 o 72 (G2 AR 259 OPA GMT
LD WIS Y% EHEIX [ D IR FRNCHE L7 IS MHEREETH 50528 2 770.44), [RIRFHEFRREIX
T OIMERM CIERRFERAE L D IRVMEZ /R L7222, ZOMEENIPCV & > TN T I F o
& OFRFEERE 2 37N L 72 EORBR L T—H L T e,

£72. QIV & V116 & O RIFFEFE CoHE M Z R Uiz, [RIRFERERET, QIV #:fitk D U A L AKK
F B9 HAI GMT (22T, QIV IZE 240K 9 B3Rk CIERIFBIEREIC X2 IEL MERHE A
Tifi7= U7zo A/H3N2BE TI, [RIRFHEFERE LR AR RERE 103 D IE SRR E A 7 S 72 o 72 (HAL
GMT LD W{HI95%EHE X O FERASFRNCHE L= FELMEIEAETH 50.67% 0 2770.67), QIV ##
1% 0D w7 A I ZRRFRRES HAI GMT 12O\ T [RI R RR R 2 IR R AR 2 0 RV M A = L7228,
Z DERIRAIFZEITH B 00T > T ey,

V116& QIV DRIEEFED BEMITIRFTHY . et a7 7 A ML VIIeE A 7T W
U 7 F 2 OIERIGEFR & R TH - 72,
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(EI B £ 7 55 T 800654 68

N RERE D 7 F AAEFEE DN B 5 505% UL E DR NITIBWN T, VIIOIEMRERE U 7 F o D4R
[PPSV23 (27— k1), PCVI13 (27— 2), PCVI3+PPSV23, PCV15+PPSV23, PCV15, PCV20
XIE PPSV23+PCVI13 (27— h3) ] (200 67, MiERAF A OPA GMT (22U T, 21FEHO
ETOMBEIIK L CTREBIREEZFE LTz, £z, FEFBOarR— M GHRE : PCVIS) KDY
a— k2 (RPRRZE : PPSV23) (28T, V16T @i i A Cldst PR3 & AR Dz InE % |
FEHi T CIIRT IR L 0 SIS A A LT,

V6D ARMITBAF T, BeMET7T 1 7 7 4 /LIX PCVIS KN PPSV23 L AR TH - 7=,

¥ MRERE D 7 F v OBFERE D & 5 505 LA ED B AR N A Z A ANz 2R — ML=k
— F2D HARNEMOFRERIT, SRR OVZ2ME BICREMORKR LML B LT\, H
ARNEFNCBNTS, VIO O T O M{EM O MG OPA GMT (2D THRIZINE
EHE L, BARMEIRGCTHoT-,

2 B PR 5 BR D £F 1 31l D &B 7 S5 [ iR A

V116130035058 M 005585k D655k LA _E DR T 600976k & [RIERICRE IS B 2HE Lz, 72,
00355k M V0053 BR DAEMRBI Oy B FAMAT T, I & & HITHRIEIRE DMK T3 A 17 237
BV, 50~645% DEIEISEIL6SR LA E L B L TR o To, 2O END, 50~645% D H A AR
MNZENTH65L ED BARANBA & FRRELL EORZISENFEIND LEZXOND, 2B,
V116 (FIMIER D PaPs4 pg & de1.0 ml) Z A AR AR IZHERE L 72002588 1236\ T, 20~647% D
HARANARAIT657% LA | & b UCTHE L TR n & 2358 L72[2.5.4.3.4 TH],

LM OWNT, 009585k, 00355k M 006785 D655 LA EDRRANICR T 2 Ze7n 7 7 A v
R CH o7, Fo, BRI DD BT, 50~641% OFERRE TIE, 65mLL LA & il L
THEFLORREEGVR @D -T2, VIIeHERER ICHE Sh A EFLOBBEITFREIC L ST
FEkChH o7z, 2D LMD, 50~64i% D A RNENZ BT 2 LZEMHITR BB ST & m3Rn
EEZ B, 65 ED HARNKA & FRIRRDO LM « ARMENHIRFCE 5,

BRIR BRSE 2361 2 S8 M 0 E B 2R RN L, HURRERE 2 EPEAIC A 5 OPA SR (iZeEKEE
JEYIE D T B O FROREREE) 12HSW TR D, 0095ER, 00335, 005585k I UR0065 5k D
BRIRFRBR BRI ONT A BRIRFRIBR O AR5l DR 0 SR RAT /G R B . V11613505 LA E DR N2 36
WTCRBIFeBRMEER L, BUKGROMMRERE Y 7 F 2 Th 5 PPSV23 T PCV20 & ki LTIk
MER CIXRRRE OREINE % RAEGIER1SB (2 OW CHERIFRE U@\ e g%, I
HEMER CTIEmWREISE ZFHET 5 Z LR ST,

PLEDG | HEERhEE IR R %2 1505 LA EDRRAIZE T DR ERE (g% 3. 6A. 7F. 8. 9N,
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10A, 11A. 12F, 15A. 15B. 15C., 16F, 17F, 19A. 20A. 22F. 23A. 23B. 24F. 31, 33F & U'35B)
W KD RYGYEDTBE IR E LT,

1.8.3 MZERUVHEEZE () HitITZDERTEIEMN
1.8.3.1 MFZERUVEA=ZE ()
11510.5 mL Z 5 ANIZES 35,

1.8.3.2 MFZERUVHEZE () OFRTHEMN
V6D REKLOHE () 1XEWN &K O O RER AR AGE I RS &R E LT,

WA 1,/ MAH001RRBR D BEIE /N — R Tld, IRERE Y 7 F L BERRIE 3 72U M8 ~495% D FFE H A
MNIEEER A 9061 % V116-1 (% 1MiE%ID PnPs2 pg & 100.5ml) &, V116-2 (%M%MD PnPs4 ug
ZETe1.0ml) BEXIX PPSV23 (0.5mL) BEOWT NI : 1: 1O TEIEZIZE D (), IR5REE
ZHEHERE L7, VIIe-TFER T VII62BHIN T R R AEEEL R L, BEMT 07 7 4 VX
PPSV23 L A CTH 72, F72. VII6-1 XU VI16-21T W b Him i iER ¢ PPSV23 & [RIFLE D
PEIE % FESE YA C PPSV23 K V) @ W SR A 558 L 72 [5.3.5.1.1: PO01VO1], 7235, Ik
HURE FL¥) OPA GMT fEIIMIERION % [ < 2T o @GR & OFEHI@EIMERL T V116-28EH3 V116-
1L W E Do 72 ([5.4:05P5ZN] Table 15, Table 16, Table 17, Table 18), AfEHRAW £ 2. AR
OF M= R TOMEL LTVING62 (FKMiEE O PnPs 4 pg Z & 1e1.0ml) 2N L7,

0017RBR D AR S — hCTlE, MiRERE D 7 F U BERIE A 7205055 DL E D FE B A A EERk A510
% V116 (& IMIEHLD PnPs 4 pg Z 5 ¢e1.0 ml) FEX (X PPSV23EEDWT AT - 1D THEAER
ZENO AT TR A BRI L7z, VIIOIXRAFRARF M2 R L, e 7 v 7 7 A /113 PPSV23
EREECH -T2, £, MIFAEFEA OPAGMT KON 1gG GMC (22T, V6@ M iER Tl
PPSV23IZxtd 5L MEA . FEILEIMIER Tl PPSV23IZ %3 D2~ L7z,

PLED0015ER (55 [ S FEH/S— 1) OfEREMNL, VIO & (F1M{ER D PnPs 4 ug) 23
RE ST, ZO%OBEMAERBEN XS, 72, 20620 o B AR AR A 265 & L
TZENE TAH002FRER IV TH, V116 (5 fjEEID PnPs4 ug 2 & T01.0 ml) (FRBFEN DL TH
D, WTHOMERIZEBNTSE PPSV23 LI L T L TRWREISEZFE LI LD
[5.3.5.1.3: P002], [EIPNAhCIR U 2 A CIEIN S ITFH0097 R 2 Sk, M ONE B3k [R5 T AH006 7K
Bizzm+sz &Lz,

[ N K OS5 TR A U (45175 D PnPs 4pug 2 & 790.5mL) (&, 00178BR D& M HH/ S —
kR O00258 8 TG L2 HH) (5 1MiER 0 PnPs 4 pg & T01.0ml) & [REOALKS (K PnP :
84 ug) EEie,

KEGRT — 2 X r— N2 E EN D2 TOFMARERRER THWZ VIeD FER OVH&EIX, 1
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L7,
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fEH _EOEE (R) KOO
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B
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FRALEDEE () RUZOHXRTEREN
BILAE[F 1.84-1IRT, FEDOEBRETUTDOLEBVIEEL,
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i FoEE ()
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AT 2 Z LNEY TR
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(8.4 ]

22 AL HEERE L CNDE
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Z MBI FE
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AFNOBFEIZ XV FEROIEIR %
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2.2~2.4 TPHEEREIEREATHIANC
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776

8. EEQRILARIER
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W& 5 M ONFHEE D E 7%
7

ACIP Advisory Committee on Immunization Practices | —

CD4 Cluster of differentiation 4 —

CRM.y7 Cross-reactive material 197 —

GMC Geometric mean concentration SRR E

GMFR Geometric mean fold rise () E SR

GMT Geometric mean titer AP AT

HIV Human immunodeficiency virus bt MuERET A LA

1gG Immunoglobulin G wE/a7Y G

IPD Invasive pneumococcal disease R BRI S8 BR B RYE

OPA Opsonophagocytic activity F 7 = A ERIENE

PCV Pneumococcal conjugate vaccine iR ERERE ST 7 F

PCV13 Pneumococcal 13-valent conjugate vaccine R B REKERE SR Y 7 F o
(Prevnar 13™) BHEERC 7TV T HERAE)

PCV15 Pneumococcal 15-valent conjugate vaccine RIS R KRG 7 F o (i
(VAXNEUVANCE™) BHEER T 7TV T HERESWE)

PnPs Pneumococcal capsular polysaccharide FRERERER VY v B TA K

PPSV23 Pneumococcal vaccine, polyvalent (23-valent) 3T RERE IR Y Y BT A D
(PNEUMOVAX™23) yF

V116 Pneumococcal 21-valent conjugate vaccine QUM RERERE ST 7 F o (M

BR 7T )T mGRECHE)
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1.8 HRIXE ()
1.8.2 MEXEFHR (F) RUZDHERML
1.8.21  MMEXIIUMR (F)

505 LA E DR UIIEREREEIZ L D HRBICHRET DU A7 BEVEEZ bR DRAITKT 5
REKE (MIE%I3, 6A. 7F. 8. 9N, 10A. 11A. 12F, 15A. 15B. 15C, 16F, 17F, 19A, 20A.
22F, 23A. 23B, 24F, 31, 33F XU35B) (Z X DEHUED TS (V116D H)E HiGE CHAFRHFEF O
WNEICKF LT, AHGECIBRLT 2 EHTE TR TR LK)

B, FAOMET BEEIHR (R BUTFTORNFICEAE SN,

B IR BRI - L A RICREBT A Y R NE N EEZ LNARANCIIT DA EREIC
X B BYED TR

1.822 MEXIIHR (F) OFTEIRN

V1l6ik, HiJf & LT UEEO M ER (BEAROWTNDOMRERE T 7 F 12 b & e 8FEkE
DIHEMET & B de) (TR D IR BRE SR Y v T4 NEENENEHIELR Y 75
VT BRTHLFY VT 2 x7E (CRMy) ICHG ST Va2 MERINPCV Th D,

VI6DENEE ITZhHE (22) 1 XEES LR S MIFH0083 5k & ONMES 45 TTAH00 738 BR il |- D X e
L7ze WTHNORBRIZEBW TS, VIO E ENDMIERIILLTO L 512558 LT,

« V1162 T PCV15+PPSV23 D@ M {E : V1162 TN PCV15+PPSV23(Z @4~ 5 13 5H O 1fi
EH (3, 6A. TF, 8, 9N, 10A, 11A, 12F, 17F, 19A, 20A, 22F }% U'33F)

s V1162 TN PCVI5+PPSV23DIEHEMIER! : V1161258 £4L, PCVIS+PPSV23IZE L7208
R OIMIER (15A, 15C, 16F. 23A., 23B, 24F, 31%U'35B)

«  VII6&X O PCVISO @M IER : V1162 N PCVISIZIE T 2 6fHEH O Mgk (3. 6A. 7TF,
19A, 22F J% U%33F)

o V116X PCVISOIFIAIMIFER : V116127 £41, PCVISIZE £AL72 W I SFEEH 0O FE M 1.
15 (8, 9N, 10A, 11A, 12F, 17F, 20A., 15A, 15C, 16F, 23A, 23B, 24F, 31K}
35B)

o RERISPEMER 2O ARG MIER (6C & UN5B)

ERR £ 7] 55 T 500858 B

AR IR ER A RYGE MR T D U A7 2 BT DIMRERE D 7 F L EAEIE 3 720 18~647% D
RN (HAANEAZGT) ZRICEM L, VIIeHZ T RBETIZVII6ZIHHBIC, 77 R %8
B C#EME L, PCVIS+PPSV23#EClI PCVIS% 1 H HIZ, PPSV23% 8 HIZ#HE L /- [atrisk 2.5.4.2
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TRBRIR BR300 B [VII6HEFEA30H B (30H H) XX PPSV238:fE430H H (12 H)] oI
ERIAE LAY OPA GMT KON IgG GMC (IZ2oW T, VII6+ 7 7 BAREHE, 13fE O LimmiER Tk
PCV15+PPSV23#E & [FIFL)E ., SF¥ED HdLimif G Clx PCV1I5+PPSV23EEL U Ehv o 7=,

F 7o, IRBREERERT ) DR EEER%30H H £ TOMERFE A OPA & KON 1gG JHE D

GMFR I NE _EFERBMELL ETH - T2k E OEI G2 oW T, VII6+ 7 7 B AR, 13FIED

HIMIERTIX PCVI5+PPSV23EE & [RIFRE, SFEFHO FEHim miF A CTlx PCVI5S+PPSV23HEL Y &
Mo,

723, V116 X% PCVISHAE#%30 A H D MIEH R FAEY OPA LA KON IgG BT DOWT, VII6H:
FE% 1T, VII6 X TN PCVISIZE £ 56 E O ILEIMER Clx PCVISEREL & RIRE CTH Y . PCV1S
W& EALT VI6ICE £ 5 1SFFA O IFEILIE M{E R Tl PCVISHASRRE LV mro 7z, EHIZ, VI
PEREA30H H O MR A OPA JHE K N 1gG JRZIZ DWW T, VI6IEMm{ER15B (MiEH15C &
R7E) KT DRI E BFE LT,

V116D ZM 71 7 7 A TG Y 7 F T D PCVISK N PPSV23 L [FRETH D . Hil-7p
LM DORERITMERE S L7 o T [at risk_2.5.5.2 HH],

k. AARNEMORERIL, S5k 2t L b :/}ié%@%\*%k—:%: LTWe=, BHAA
EMIZBW TS, VIO IFEE O T O MBI L THiEInE 25 L ARMIIRIFTH o
7-[atrisk 2.5.4.3.1.1.2 TH] [atrisk 2.5.5.2.2 IH],

By S M AH007 5K BR

AFRBRIL, FREREE D 7 F BRI b B0 I8k LA o> HIV JEYL B & % G212 i L .
VI6+7 7 EREETIE VIIeZ1HBIZ, 77 8AREZ8HBICHEM L, PCVIS+PPSV23#E Tl PCV15
Z1H B2, PPSV23% 81 H (ZHfE L /-[atrisk 2.5.4.2 ],

TRBRIRPEFRA30H H [VII6BEFE%308 H (30H H) XU PPSV23E:FE#430H EH (128 H)] i
IETR S OPA GMT KUY IgG GMC (ZDOWT, VII6+ 77 BaAREEL, 1358 o i@ iE R T
PCVI15+PPSV23#f & [AIFLEE ., 8Fi¥ED IEIEIM ER Tl PCVIS+PPSV23RE L W o7z,

F 7o, IRBREERERT) OIRBREER%30H H £ TOMERF R OPA JE&E KON 1gG JHE D

GMEFR i NZ _EFEZRBMELL ETH - T2 E 0BG 12OV T, VIle+ 7 7 REE, 13fE5ED

HIMIERTIX PCVIS+PPSV23EE & [RIFRE, SFEFHO FEHam miF A Cld PCVIS+PPSV23HE L Y &
o=,

723, V116 X% PCVISHAE#%30 H H D MLIEHRFFEY OPA L& KON IgG BT OWT, VII6H:
Fif% 3. VII6 &L O PCVI5IZE £ 5 6F8E 0@ g Tl PCVISHEftL L RIFEE TH Y  PCV1S
WCEFENT VII6IZE £ 5 ISEE O HI@ M ER TIL PCVISERE L 0 mnolz, & 51T, V116
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PEfi%30 0 H O MG A OPA L& K Y [gG IS IZ DWW T, VII6EImiER15B (IiEH15C &
R7E) KT D BN bHE LT,

VII6DZE T a7 7 A WITBEAGR T 7 F 2 Tdh D PCVISL N PPSV23 L [FEETH VD . #HiT-7s
LM ORI S b o 7o [at risk 2.5.5.3 TH],

PLEMNG | 18~64iE DR EKBEIYEICRET 2V A7 2/ T 5N (HARANEET) KO8
ik CA B> HIV YR BE 12\ T, V6T B ORBEAGRIIRERE U 7 7 (PCVI5K& Y PPSV23
OEGE ) &g U C, EmER CREE O, EIEmER CEOWREISEESHE L,
7o, MyERISB (IMyERSC ICkT 5227) 12X LT, VI6ITEINE#HE Lz, 7ods, Mgk
EREEUYEICIREBT 2 U 27 24T 5 18~64i% D AA NTH W T 0 FE L a2 s b ics
HEHE B LEMEMREO N2 E00h, BAAN HIV BYEFIZBWTHIERARAN & FEED
V6D REINE R e T v 7 7 A VI HIRFCX 5,

Ko T HEEIRE TR Z 505 L DR A SUTMREREIC & 2R BICHRET 2 U 27 036
WEEZ BLNARACEBIT AMRERE (MiERI3. 6A. 7F. 8. ON. 10A. 11A, 12F, 15A., 15B.
15C. 16F. 17F, 19A. 20A. 22F. 23A. 23B. 24F, 31. 33F X O35B) 12 L ARYUED RS (I

RE LT,

1.8.23 FIREXIIHRICEET HFE (F) RUZDERTEIEMN
EE NIRRT 23 E () 18 [HREREICL2BEBIZBBRT IV A NG NEEZLD
AN & UTCULTOEBTIREEE 50T,

o BPERYZROEEEL IRE. FPRESUTERE

o BERIF

o HIV EYYE

o EREEREAE L ITBEIC XV REARSRETH L UTEORER DN E
o JERIYSUTE KOS PUE

o BRIRRMERE XX ZF DM B ~T 7 0 v E

o ANLANHOEM., BIERRNS ORI X 0 A RBEEME T Lo
o REILSNCERDS AR OB A2 LB LRI

Jifi 28 BRI GWE T/ N R NS B (TN & . RRE D ERER R (IR PRI, @PEAT A, 1Bl
BB BER, W, T —EE) 2R LE, EASRE HIV RGBS, G
AR PSR H SRS BERE L 722 W BESE) TRV X7 BmEL 2 LpmbhTna,

R ERBERGHE I T 2 U A7 RFIIZ IR TH L0, AKHD T650 H 64 £ TDNA Y
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2T ET DMRIKAY 7 F o HEREOE 2057 (AR SR PR YYE - #itz A iria v 7 F o
WG/ BARBYIEFR 2V 7 F o ERES/ AARD 7 F %5 - ARIZERS) T8 OE R, 1B
PR BRI, IR, BRI, B SRR R, R IRAR I e OV R A7
EDHRERE RIHEICRABT DU A7 RN T L LTHIT BTV 5H[5.4: 520,

W o)

2013~20184E D HIFNT 1038 b THEMi L7=p A IPD H—_1 T > ZD155% L LD IPD B# (1,702
) D5 b, EEEREE AT 2FEIL15~64mk (53451) T57.7%. 65mkLh b (1,168%) T72.2% T
BHotz, 15LL EORFRE ORMRE L UL QOIHERTE (15.0%) Pb S <, WICEE (R%
H) (10.0%), A7 A RAEE (7.3%) . 1BHEOEER (72%), B OREMHER (6.6%) FTho
oo FTz, FHnRER] (15~645% M V655 LA E) D HEZIZIEBWT, 15~645%1365i% LA E L 0 18T
YRR (7.3%K% TUN2.8%) . S IfilFIE S (4.7%K% O.6%) . % (4.1%K ON.5%) . & iias
itz (3.6%K%10.3%) DEIGNEI -1, ZIOMRKEBIVYEIZHRET 5V A7 2HT5FIZ
IR ERE D 7 F 2 (PPSV23 D HBAE 1% PCVI13,/PCV 15K () PPSV23DiHifgiHEfE) HEfi) HE
XN TWA[5.4: 520],

£/, KED ACIP DU I F A KT A4 AZBWTH, iRERERYIEICREBET LY 27 L
LT, Tva—)UE, (B LEE, BT E, B E, BEEERE, B, A TNE, %X
PESIA% RVESERURE , BEIRIN, BERIE, BEMEREDS, HIV Y, IEAR4e. ERMERZIE, s
BAE, SRR I ERIE X %2 O MR B2 E3 & 1T H LTV 5H[5.4: 08DS3V],

(EI P £ 7 55 T 80085 6%

iR ER B Y (SRR T 2V A7 G T DIRERE D 7 F L HREER 220 18~64i% DAL (H
RANENEET) ZxtGe s LIoARRBRClE, 1BBEOBRE L 2 -2 (S1efl) 5 H K
84% D3 A BR A REYUIE IR 2 U X 7[RI (BEIRIA . 12RO R B MR gw . 1BMETR R, 12
PERIRER) Z1oALTRY, ﬁm%i)x?.%%%&UﬁﬂﬂﬂﬁwW%§<m@%ﬂt)x
7 KIFIIHEIRI (37.6%) . 1etENiE B (19.2%) K OMEME LR (16.3%) Th 7= ([5.3.5.1.9: P00S]
10.4.1),

ARRBRITIBNT, VII6IE, MiREKFEBRIYEICHRET DU X7 2 F T 518~64i DA (AARAN
MANEGT) ICBWTH BAFR A5 % 78 Ulat risk 2.5.52 TH], V116IZE& 5210 DO 4T D
MIERN R U COEsss 2 358 L 7z [atrisk_2.5.4.3.1.1 TH], £72. MREREKRYYEICREAT DU R
7 RF% (1300F2) RO (BRI, 18ME OB AR, 1SR, BIEAEE, BIEMRE) oF%
EAEIZB W T, VIIeDZEMET 1 7 7 A )L K ONIERH A OPA GMT O FiT 2L M &
BELC—E LT iz[atrisk 2.5.4.3.2 1] [atrisk _2.5.5.5 IH] ([5.3.5.4.2: PO08_J list] Table 2-25~Table
2-28, Table 3-21~Table 3-24),

B4\ 5 M 8007 3K BR
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i REREE D 7 F RS0 B 72O 8L LD HIV JEY B % I 5 L 7= A B ©
I, IBBERO R A Z T - 2B G1261) D5 B 253%5% CD4+T FMAa%c50 cells/ul LA L
500 cells/pL Ajifi, 74.7%753500 cells/uL LA ETH 7=,

ARBRICB W T, VII6IE, 185LL LD HIV EHERBFIZB W TS BIF R AAEMEZ R L[at
risk 2.5.53 TH], VII6IZE TN 521 O 2 TOMIER 5 L CTHERE % #HE L 72 [at
risk 2.5.4.3.1.2 H], £72, CD4+T M LS < KA EMICEB N TS, VIIeD L 2T v 7 7
A VR OLIE A R OPA GMT Ot R 2L &L T B L TV /z[at risk_2.5.4.3.2 HH] [at
risk 2.5.5.5 IH],

008FRBR DRI RAER (BEIRIF ., 181 OB, BIERRRE ., 1B MEPEAR, BIEAZEAR) 1%, 1B
TREVR RS IS O Ml b 3 1T X 2 R YBAHIRE DI T L72RAE, 0073 BROXIGER] (HIV YL BF)
X, T MRS D 2H R GEIERENME T LIZRETH Y . 2 b oRBRICHAANR SN
PEBRE IR ER P EYE IR T 2V 27 O b 2EMENRET HHEEUIRETHL EEZ DR
Do FR2ABMOFER S VIIOIZ Z N6 Y A7 KF 2 AT 5HHICBN T BAFRARMEZ R L,
FIEISEEZFE L2 06 2RO RITITE FN TV RWRIERENIEF 2 Z Dt U 2 7 [K]
1 (BHRRREC A LNEORERZR L) 28T 2N, RFTHICREEIESME T L2 (JER
33t R IEME . SRIRARIMER A2 BT B A~E 7 n BV ER L) RUEMREIRRIZE v &
FEREDME T L2 ACH LT VIIGIIEIS S 28T 5 L B2 b,

72k, ERER2ERBROXREEIZE £ 5 PCVISK O PPSV23DEHHE UFBRICIX, = Tk
EREIC X DHRBICREBT 2V A BENEEZLNLE ] RO TiREKEIC L 5 EERBICHEE
THREBRBEVEAKRCERE] PEENTEY ., BB EERN R B TREE LTUT
Nt SN TN D,

PCV15
o EMERZROIRE IRE. FPRESUIEIRR
< BRI

o B L IHHRIC LV EARRIRETH D UTTORERE DN H
o JERBYSUEE KA MEPUE
o BRIRRMERE T F DM B ~T 7 a v E
o ANLHNHOEM., BRSO 7R ERIC X 0 A RBEEME T L
o REILUSNCERMDB AR O 2 LB LR I2H
PPSV23
. EEE
o BRIVRIERIER. HDHWVIITOMOIRR THEERETH 5 BRE
o - PERZROBMERER, B AA. IFHREREE . BEIRN. B IERRIRIRE O RMR O H D B
*
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T
o SEMHEREZE T OIRERTE SN TV HE TIHERE E Th7e< L b 14R L EORT
D> % A

V1161% Z @ PCV15% Y PPSV23 D Eifpidifl & DIz T, [k Z 2T 1 7 7 A V&R
L. IB3fEEO L@ MER CILFARRE, SFEEOIELBMFER CTIX LV Wi d a8 L2 &
2B, VIIGITARE XTI RICEE T H1EE () ICEOREUIREZ AT AT LT,
LR OB EZRTZ ERHfFSND,

B, BAEOBET ZhRE I RICBEET 23E ()] U TORNFICEE I,

5.1 BEZREREMIER (3. 6A. 7F. 8. 9N, 10A. 11A. 12F, 15A. 15B. 15C., 16F, 17F, 19A,
20A. 22F, 23A. 23B, 24F, 31, 33F }xU35B) LADMREREIC L 2 EGYE It o R I12 &
HIGYUE R TR 5 2 S IXTX 20,

52 7T UT OFHEERICEEAT S Z EIXTE R0,

53 MREREIZ L DRBICRET DV A7 BENEEZDBNDOMA LT, LIFD L 5 72iRED
HaIET,

o BMEAYZRORE, R, RESOIERR

o BERIP

o EEERAEAE L IXIBEIC KV EARRIRIETH D TEORENR DN D H
o ERASUTHE KAOIENLE

o BRIRFRIMERE T F DM B ~T 7 a v E

o ANLHNHOER., BRSO 7R ERIC X 0 A RBEEEME T L7
o RRELSNCERDSAF OB 2 LB LR T

1.8.3 MZERUVHEEZE () HitITZDERTEIEN
1.8.3.1 MFZERUVA=ZE ()
1[510.5 mL Z 5 ANIZES 3 5,

1.8.3.2 MZERUVHEEZE () OFRTHEMN
V116D AEKR O E () X EBLL[EEE TAE008 3R & OS5 TFE 0073858 oD i AR 23 BR i A
HoOXEELT,

(B

JHi R ER AR YYE IR T DU 27 2HT DN Z x5 & L7-0083 R & 007388k CTlk, MigeER
WD 7T U BEREN 720 18~495E DIE H AR NERERR N kG & U7 T/ TTFH001 38R O 55
[ #H/3— R THREH L ORI S - B IR A & (g2 0 PaPs 4 pg 25 101.0ml) % VT
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L2 WE R O R & 34l L 7=[1.8.3.2 T8] [at risk 2.7.6.2 TH], 728, 20i%LL o> B A AR A
Zxtgl LZENE TH02BRICB W T, V16 (K MiER O PnPs4 pg & 301.0 ml) (ZAEH
ORETHY ., WTNOMBERITHBWTE PPSV23 L Il L THE L TEV BN A 28 L= 2
EMB[1.8.3.2 H], ALK THZ L& LT,

ARHFEICE EN 5288 THWZ VII6D FTE K OV &I, R A & [Fl— D 1[E10.5 mL O AN
~OH[RIPEE T > /- [atrisk 2.7.6.2 H], WTHLORBRICEB N TS, VIIOIZRAF R ARFMEZ R L,
R v 7 7 A WVIIBEAGRIRERE U 7 7 Th D PCVISK N PPSV23 & [AlER T - 7= [at
risk 2.5.6.3 H], £7-. VII6IX13FIED ILE MIER TIiX PCVIS+PPSV23 & FIFRE DO RE IS E %, 8
FEFE O FESE MIE R TlE PCVIS+PPSV23 L V) @ W% i & 2 5538 L 7= [atrisk_2.5.4.4 TH], 00855
TIHEHARARANZBNTHZ R ORERETREN L B LEBRRRBD bhvi[at
risk 2.5.6.2 IH], 00755 TxI5 & U 7c HIV YRS CII B HERE DS Bl S A0 CTuN 2 23 AR
JRERBEEIE IR T DV A7 2 H T DN EX G & L iiARRER & Fl—HE&Z2HW T, V16
DEFEFMER OLZEERHER SN TND Z LD, HIV BYREEICBWTHR—O kL O &
ERWD ZETREITRNEEZE XD,

E. BED PCV OERRERIZIBVTS ., PCV T A HIV BB E K ORI BE 25T L,
RN E R —HETHRENGEFET D Z LRI TWD,

WERERE T 7 F L BEREIE 23 72\ HIV YR B 2 xR PCV I3 DS UM e OV2 21 % PPSV23
&Ll UCRMI U7 BEIRERBR Clx, 7 A VAT HIH] S v, D IR E LTz HIV Y
B TIL, PCVI3 K U PPSV23 D 402 U | X481 [ O BB A THRFICE W T HRIRRE TH D Z &
DREESIN TV D, FTo, MRERE Y 7 F AL 720y HIV EGL B 2 %P 5212 PCV15+PPSV23
DI R K V2 V% PCVI3+PPSV23 & bhilie U TRl L 7 BRI AR Tik, PCVISEE%30H H

(Day 30) @ MLiERAFS) OPAGMT (22T, PCVISIZEA T 5 & COIMIERIZ %4 5 g
ZhB LT, ARBRTHW- PCVISO &I, EEHEMRA, MREKEBIYEICRET 2V X7 %F
TLHEEXG L LicE Do PCVISOFMARERIRRER & [/~ CTh o7z, & HIZ, CD4+T Az
B AT (200 cells/uL LA 12500 cells/pL A & U500 cells/pL LA 1) (23T PCVISIE
PCVI15#FfE1%30H B (Day 30) OIM{ER KA OPAGMT K UM 1gG GMC (22T, & T D gk
X 2 EINE EHE LT, £, ~ T UA EREORA HIV EYEE 235 L Lz PCVTID
EEAL EER 77 Bt EER TlX, IPD BIEZ O /A AL, 4EHET PCVIXIZT
T v AR 2 2R DR 2RI D (1T 7o, 2RSSR, PCVTEETIZ PCVTIZE £ 5 IiERIC
ELA L7z IPD 1Zxf L CH4%DANEN T STz, S 5T, CDA+T MikaEkA3200 cells/mm’Ajiii D f
# (PCVTRED CDA+T AL D#IPH : 1~1,342 cells/mm?®) 2% L CHAMARAEIMEINRENTZZ
&N D HIV EGLEE 13 CD4+T M EZ D b T PCV T R&E Th D Z L R s,

PLENG | IR EREGEICRT DY A7 2 H T 5 HARARAIZE TS VII6D HEK OH &
Z . T1A0.5 mL ZfANICIERT 5 ] IZRE LT,
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i IR EKEIC L D REBICRET 2 U A7 Bm0ne B bR DA
(21T D I RERE S K D EYYIE D T B

AL - HE 118]0.5mL Zf AIZIER T 5,
BRSO R E
4 K OE RIS | B2y« IRERE AR U Y > 517 A4 R-CRMo7fs 51
o7y E
fH . v v TR T AFFEV) oV
1>V >y (0.5mL) ., FREKEHEAR Y v F 4 FiiER3, 6A,
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CRM, 972965 pg & e,
Ik Ak
‘ B 5 = walfe 5% | (KE#HEFE CoOE k
Dt |tk R BER oY A Lo b g
7 v | HERE | AN 42 ug® oL 910007
7 v M EROWERERGEEERBR COMREEZ O R E R LT,
a: CRM o7 & S SE TR ERFEFNER Y o 7 A4 K (IiER3, 6A,
7F. 8. 9N. 10A. 11A. 12F, 15A. 15B @ O-Bi7 & F LAKik, 16F,
17F. 19A. 20A. 22F. 23A. 23B. 24F. 31, 33F K UWB5B #452 ng)
%G e fl
b: & FOIKEA60 kg EE LT-BERORERFE TR G &L
iy
Be5RE =
AT T st TP
B 5-[E R
Zv b | AN 42 pg ABIHN D £ 51 BE U 7= 7 MERT A
Wt 2[H] (42 pg®] L
33 T e
a: CRM o7 & i SE TR ERFEFNER Y o 7 A4 K (g3, 6A,
7F. 8. 9N. 10A. 11A. 12F, 15A. 15B @ O-ii.7 & F LAKik, 16F.
17F, 19A, 20A. 22F, 23A, 23B. 24F, 31, 33F KX U35B %452 pg)
%G el
b: B FOEREE60 kg & UE L7ZBOKRERE COR G EIIFHI100M%
B NERR L
&IIEH <EWNE I AHRER (009785R) >

« FENCHE LIRSS A B OSSR A =SS - 22560684
(30.2%)
TR EES RIS (26.2%) . TEETEBALHRLEE 1341
(5.8%) KM ONEFHAALAEARIF] (4.0%)
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(5.9%) KOGEL (38.0°C UL ) 156 (1.3%)

< [EBEAL[E S T AHRRER (0087 BR) >
< HANCHE U KRR %S B B OSA A =55 - 38615411954
(50.5%)
FRHEEESR AR 1916 (49.5%) . TEEERALALEE2 741
(7.0%) K ONEFHAAEAR25%1 (6.5%)

« FRNCHE LTAFIERERS B B o2g A ERS « 386fH127/4

(32.9%)

T B EEL  PEH5H (24.6%) . FATEOLHI (15.8%) . HiATE3 141
(8.0%) S OVSEL (38.0°C LL ) 741 (1.8%)

I\

s

MSD #R it B4« A

08VYBM




AIEAR G 1

AW R B SRR E A B R DI EE O £ &

— A 21l REREFE ST Y 7 F > (ERWAR T 7T U 7 HRMEEE)
TR FX v TNy 7 AfHESY Y
A MSD #RA =t

i IR ERE IS LD RBICHRET 2 U A7 BEnE B LN DR
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3.2 T — 2 ATHmEE -

[3.2.S.1.1 : 084NMC] Nomenclature Merck Research Laboratories [J#4} &R S R -

[3.2.S.1.2 : 08KJ0X] Structure Merck Research Laboratories |¥fE5+ FEPYE L S -

[3.2.5.1.3 : 084NSO] General Properties Merck Research Laboratories [J#4} FENEE FFA & B -

[3.2.8.2.1 : 08F7BT] Manufacturer(s) Merck Research Laboratories |#5} FENE R FFAE B -

[3.2.8.2.2 : 084P68] g,elf;?)p“on of Manufacturing Process and Process Controls |y 1 pecearch Laboratories |Jf4k R AR -

[3.2.8.2.2 : 0859DN] %;ﬁll’;;’)n of Manufacturing Process and Process Controls |\ 1 pecearch Laboratories |i#44 P Raliege" -

[3.2.8.2.2 : 08F5LF] gii;g’“on of Manufacturing Process and Process Controls |\ pecearch Laboratories |i744 k) i e’ -

[3.2.8.2.3: 084P6K] Control of Materials - Source, History, and Generation of the 1o 4 p oo roh Laboratories |7i#41 NG ST -
Cell Substrate (PnPs)

[3.2.5.2.3: 084P6R] Control of Materials - Working Cell Bank Qualifications (PnPs) [Merck Research Laboratories |##4+ B R A A B -

[3.2.5.2.3: 084P6X] Control of Materials - Raw Materials and Culture Media (PnPs)|Merck Research Laboratories |#5+ FEPYEE R ST -

) Control of Materials - Source, History, and Generation of the N - = o R

[3.2.5.2.3: 08JVON] Cell Substrate (CRM197) Merck Research Laboratories [J#4}+ N &R AEA

[3.2.5.2.3: 085HQD] fcofri‘{\r/loll 907f) Materials - Working Cell Bank Qualifications Merck Research Laboratories |14 PG S i

[3.2.8.2.3: 0857HD] (ng\?ll %Mateﬂals - Raw Materials and Culture Media Merck Research Laboratories |JfE4} FEPvEE FAT R -

[3.2.5.2.3: 084P7B] 5\31]1;81 of Materials - Raw Materials, Buffers and Solutions Merck Research Laboratories |¥#4} FPNE R R -

[3.2.S.2.4: 085GS2] Control of Critical Steps and Intermediates (PnPs) Merck Research Laboratories [J#4} &R S R -

[3.2.5.2.4: 08F7C6] (CP?}?S())I of Critical Steps and Intermediates - Specification Merck Research Laboratories |##5+ FHNE R FFA & B -

[3.2.S.2.4: 085F5X] Control of Crltlcal Steps and Intermediates - Purity and ID Merck Research Laboratories |##5+ FENE R FEAT -
(Fermentation Broth) (PnPs)

[3.2.S.2.4: 084P8M] Control of Crmcal Steps and Intermediates - Phenol Merck Research Laboratories |#F5+ FHENE B FEAE B -
(Fermentation Broth) (PnPs)

[3.2.5.2.4: 084PST] gjcggrs())l of Critical Steps and Intermediates - Characteristics Merck Research Laboratories |¥Edk P S i
Control of Critical Steps and Intermediates - Polysaccharide

[3.2.5.2.4: 084P8X] Identity, O-Acetate and Polysaccharide to Powder Weight Ratio |Merck Research Laboratories |#5+ FENE B FEAT R -
(PnPs)

[3.2.5.2.4: 084P93] gjcggrst))l of Critical Steps and Intermediates - Molecular Mass Merck Research Laboratories |¥Edk PG =3 i

[3.2.5.2.4: 084P9C] go;l;rs())l of Critical Steps and Intermediates - Residual Protein Merck Research Laboratories |}k TP =315 i




V116 JEHH
112 &R —
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IR A il (@, o [P BEGHOR) BEH 1 0
[3.2.8.2.4: 034P9F] i(;?(;r(oll I?;S()Drltlcal Steps and Intermediates - Residual Nucleic Merck Rescarch Laboratories |¥E4k N 7GR i
[3.2.S.2.4: 08F7DN] Control of Critical Steps and Intermediates - Endotoxin (PnPs) |Merck Research Laboratories |##4+ &R A R -
(3.2.8.2.4: 0SF7DR] (C})(:}:rsc))l of Critical Steps and Intermediates — Microbial Limits Merck Research Laboratories |4k HNEE TG R i
[3.2.5.2.4: 084PB6] (C},(Ellirs())l of Critical Steps and Intermediates - Batch Analyses Merck Research Laboratories |##5 FENE R FEAT R -
[3.2.5.2.4: 0SF7DY] Cont.rol of Critical Steps and Intermediates - Justification of Merck Research Laboratories |14 N S i
Specifications (PnPs)
[3.2.5.2.4: 085F0Q)] Control of Critical Steps and Intermediates (CRM197) Merck Research Laboratories |4} FENEE FFA & B -
[3.2.5.2.4: 08F7FJ] (Cglr{;r;ll 907f)Cr1tlcal Steps and Intermediates - Specifications Merck Research Laboratories |{fE4+ FNEE FEA & B -
[3.2.8.2.4: 0859W4] Control of Critical Steps and Intermediates - Degree of Merck Research Laboratories |#E4h R AR -
Coloration (CRM197)
[3.2.S5.2.4: 0858MK] Control of Critical Steps and Intermediates - Identity (CRM197) |[Merck Research Laboratories |#§4+ FENEE A A B -
[3.2.S.2.4: 08]J9]P] Control of Cn‘ucal Steps and Intermediates - Protein Merck Research Laboratories |#F5+ B R FEA & B -
Concentration (CRM197)
[3.2.5.2.4: 0858MP] (CCOIr{l;r/i)ll 907f) Critical Steps and Intermediates - Aggregation Merck Research Laboratories |14 N 3G E i
[3.2..2.4: 0858MV] (Ccolliir/[oll 907f) Critical Steps and Intermediates - Intact Monomer Merck Research Laboratories |¥Edk PG S i
[3.2.5.2.4: 0858MY] (Cgfritrl\/ﬁl 907f) Critical Steps and Intermediates - Culture Purity Merck Research Laboratories |¥Edh P S35 i
[3.2.5.2.4: 08F7G2] Control of Critical Steps and Intermediates - pH (CRM197) Merck Research Laboratories [{#4}+ FENE R FEAmE B -
[3.2.5.2.4: 0SF7GS] (CCOII;;r/Ioll 907f) Critical Steps and Intermediates - Endotoxin Merck Research Laboratories |}k PG S i
[3.2.5.2.4: 0858N7] (Cgfri‘{\r/i)ll 907f) Critical Steps and Intermediates - Bioburden Merck Research Laboratories |¥Edh TG S35 i
[3.2.5.2.4: 08629M] fg}r{l‘{\r/ﬁl 907f) Critical Steps and Intermediates - Batch Analyses Merck Research Laboratories |¥idh P =i i
[3.2.8.2.4: 08F7GR] Cont.rol of Critical Steps and Intermediates - Justification of Merck Research Laboratories |¥idh TN =i i
Specifications (CRM197)
[3.2.5.2.4: 084FT3] Control of Critical Steps and Intermediates (MBC) Merck Research Laboratories [J#4} N R S -
[3.2..2.4: 0872WX] 8\(/);]13‘[2))1 of Critical Steps and Intermediates - In Process Methods Merck Research Laboratories |¥Edh G =i i
. Control of Critical Steps and Intermediates - PAT-MALS . s S
[3.2.8.2.4: 087C2D] Method Validation (MBC) Merck Research Laboratories |4+ B R il -
[3.2.5.2.5 : 084PD5] Process Validation and or Evaluation - WP38A (PnPs) Merck Research Laboratories [/f#4}+ FENE R P E R -
[3.2.S.2.5 : 084PF9] Process Validation and or Evaluation - WP38-PEF (PnPs) Merck Research Laboratories [J#4}+ FENEE FFAE B -
[3.2.8.2.5 : 0857KK] Process Validation and or Evaluation - Single-Use Components Merck Research Laboratories |41 NG = i
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[3.2.8.2.5: 0873C2] Process Validation and or Evaluation - PPQ (CRM197) Merck Research Laboratories [J#4}+ PN R ST -

[3.2.S.2.5 : 0858N9] Process Validation and or Evaluation - PPQ Analytical Merck Research Laboratories |{#4}+ HNE R R R -
Procedures (CRM197)

_ Process Validation and or Evaluation - Final Bulk Intermediate o s S s
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