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H: 2020 4£ 09 H 15 H; 2020 4 12 H 24 H: 2021 4£ 07 H 05 H; 2022 405 H 14 H:
2023 4 04 H 17 H; 2024 4£ 11 4 01 H; 2025 407 H 04 H; 2026 4£ 02 H 05 H; 2026

F£02H07H

13 Hrim RIRE SRS SRR UL A3
AT S I I E BRI R 5

[Z5M47K]
AR 13 Yl g BRI 2 HE4S A ET
P FR: )L 13 (Prevenar13)
P4 FR: 13-Valent Pneumococcal Polysaccharide Conjugate Vaccine

PUEHEE: Shisanjia Feiyangiujun Duotang Jiehe Yimiao

(g AR ]

AFNE . HEIREWR.

AR 0.5 ml, JFALPESEAN: 6B 44 ng, 1. 3. 4. 5. 6A. 7F. 9V. 14,
18C. 19A. 19F Ml 23F 1% 22 ng; #MEHEE CRMig; HAAE A LG )5 T BRI

A GRE R 0.125 mg). HE AL, JEHRR. RILALUIR 80 FIES HIK.

(5]
AEEMT 6 MR 5% (6 AL AEHAT Bah)LR)LH.

[ERSRA®E]

A RN T 224 ) LA LB K Bl S e, LATRIT i il 8 BRTA 5 41 3. 4. 5. 6A. 6B.
7F. 9V. 14. 18C. 19A. 19FFN23F 5|2 AR ZRVESN (AL B IMUAE PR 2 . e . I
REFVE MR o il 98 R 2 51 RS (2 28 e e s LA B I 8 AR L P i Je e ) B i LIS

R i R X2 T it 2 R A 0L B T ORGP S S BE TR AR i LA A i 37 2
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[#i#% ]
0.5ml/3C, % 0.5ml FREHSEN: 1. 3. 4. 5. 6A. TF. 9V. 14, 18C. 19A,

19F fl 23F %1% 22 ug, 6B 44 ug,
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6/ Z6 AR L:
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12~ 15 H Wt —itlo  Femli G 5 ) B i AT DAAEG e e, 2 Je & aflEfa1~24 1 (b
[FBE28 K .

TEILAREL:

R HA S E2REE RN #EHAEE ZF GHRI2ZHRLUE) Hfb
35, HE2R ARG =2 H

12&E 2341 L:

2], erlEkE =2 H .
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1. ARSI R & B i e I

DA bl >R 9 A it AN A 000 LEE S (ELAE DA 7R v [R5 PRI RO 1 - 7 2 i
PRSI RET CRAEM®) , fE 2, 3 A4 HRER I TR GEARK®) » f£2. 4F16 H
ReREAY B BYRUIEIE AT (/R F®) FITE 12 H UM i I (4R © 5
Al ARAE ST PRI v I (R A5 S 2 I CEGIAREAE Y ) [RIH AR 6 e % 5 5 2%
4y )AL IR S, B4 15 BREST, Horb 5075 442 FH A 7 AN, 3111 A2 ikE
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PrleE Rl A H A 12 (CIOMS) A R RMBIRAETFR 2K, I W R A R SN
RHATICE

Rl ARZESSRY) LN LEIRKARA R RIS

N Ix
gﬁ% t@%m >oﬁm , <;ﬁzﬂ (>ﬁﬁ%ﬁ
EES (=10%) (Z1%H<10%) <1%) 0.1%)

. RS, B HR
s K OFLR
- b Sttt
R
Habk | SR
VRl
M2 | s 52l
, W fide /I R 2 1 5 . .
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iyl %ﬁfﬁﬂ@ﬁ o {85 3 2 S 4
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R BRI | BIE39C R B
BE. RS/ . P | BEb a4 B s A
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e I/ 5 S5/ 2.5 cm~ S T B
ROV | emmbramesin | 70em g, | BRI
ﬁ‘fi%ﬁ ZEAK2.5 cm~7.0 | FIE)s BERE | T '
em CHERPSD LRIV | RPEsms/ i 3 5
J&) W32 2
117 )5 BRI

BARNEPR BRI H I AR R LL A RS, E B RA RS, FrEMR A i A R &
Rio TREARRRCRIET B AR, SA e E R AR,
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& BPREAR DL AR AP AR

e NS S e 2 L VA2 2 L VAT S22

CETRHRINIAS R SRRk

2. AEAIRKRE & L5

I A A

6 FIRE 6 HREJLKA RN

OEEBEAN R RN RAERETERE
B8 A M R AR B8 X A i () 22 A R HEAT 19RO, bl 1182 2L (6 ik 2 11
S ) ZAFRN 1A, FAMEXT R 472 A8 LD 1500 (7 4. 5 RInT.

#3. 6 AR ZE 6 A RRE)LIRKARBAEEMERHEBA R MR LB
. N A& N L (74
X (3. 4. 512 2. 4. 6112 (3. 5/ 12 (3. 4. 5712
RIRRIY A A H#) A
a=447~472 N2=446~472 2=225~233 N*=432~470
%> %> %" %"

FARSSS

1T ] 2 B 1Y

. 1.9~34 1.7~5.7 1.7~3.4 1.9~4.0
B 1.7~3.2 1.1~5.5 0.4~3.4 1.7~4.0
HE 0.0~1.6 0.6~1.3 0.0~1.3 02~1.4
i 0.0 0.0 0.0~0.4 0.0

Jib i

T 4] 2 B 1

I 1.9~4.0 24~55 1.7~5.6 1.9~5.5
B 1.9~3.4 22~5.1 1.7~52 1.9~4.9
W e 0.2~1.3 0.4~1.3 0.4~1.8 0.0~1.6
i 0.0 0.0 0.0~0.4 0.0

b

E ] 72 FE 1

e 2.4~49 3.5~7.6 2.6~53 2.8~6.5
HA T g 1.9~45 3.3~7.6 2.6~53 2.6~6.5
2 il ¢ 0.2~0.4 0.0~0.7 0.0~1.3 0.0~0.6

LR AF AT R

R 45~72 5.0~12.1 3.4~94 6.1~9.4

& N=%/b 1 HiE R &7 sEpra 7 Hil N “&B7 M2 idEdiE.

b SRFEREE . NSRRI G SR AN RSO R AR R de IME R B K AE

¢ B 05~20cm; TEH, >2.0~7.0cm; HEHE, >7.0cm.

d B E=Rom Rz,
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P N P N PN L (74
(3. 4. 5012 (2. 4. 6 F (3. 5112 (3. 4. 5F0
E5 AR RN
A& 12 &) A 12 A#)
N*=447~472 N°=446~473 | N*=225~233 | N°=432~470
%" %" %" %"
R
AR5 =38C 1.1~6.7 1.7~6.7 1.3~6.2 0.6~3.2
IR =38CHE<
: 1.1~6.5 1.7~6.3 1.3~6.2 0.6~3.2
39°C
RIE>39CIHRE <
) 0.0~0.9 0.0~0.4 0.0 0.0~0.2
40°C
A iE>40°C 0.0~0.2 0.0 0.0 0.0
AHECR % 1.3~2.5 2.0~4.7 0.4~22 2.4~43
A 2.1~3.7 3.3~123 0.9~4.3 2.4~54
AR 0.0~0.6 0.0~74 0.4~0.9 0.6~2.6
R AR e 2D 0.9~2.2 1.3~5.7 0.0~2.6 0.2~2.8
] 1.5~54 2.0~5.4 0.9~4.4 1.5~53
s . . ) ) . . ) )
TREMEGAE
43~9.2 5.4~19.7 2.6~8.9 43~8.9
S ©
& N=%/b1 HERN “R” sdiFZME 7 HIEN “B7 M2 R8E 5.
b CNRERERRE . IERIE A SN BN R A R S ME A B K AR .
¢ EESARN, WFEAR=38C. AN, o . BRI AT BE IR 2D

QLSS R R MR ER
BN 6 R A 6 H % JLiE MG ARIREE Fh AEMEEE A RSB L35 : SR CRAEF N 0.2%)-
HHE (KRAERN02%) FIRt CRAEFRN0.2%).

7 H#% 5 3 B4ALENS R RN

O EEBEARRMRERETERE

BNITRE T —0 Rd HABERIEAR RS, X =ABAFIH) 540 284U )LE (i
7~11 HREE)L 236 4. 12~23 Hid%)L 166 481 2~5 5 L3 138 44) HeRhAS i (1) 22 Vet
177 VAl e AR EERS AL BN AS it 5 BRI AN RS SR 4 B AN RUSOREEE SR AT

b
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=
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£S5 7TRARE S ZRY)LANLERKRBAE MR R RS K B

7~11 A 12~23 A 2~5 %
JRH R LY 2 N#=194~236 N=146~164 Ne=137~138

%P %P %P

A5
ATARI RS F 25 1.5~24.6 55~23.2 26.1
B 0.5~13.1 2.1~7.9 8.0
W e 1.0~114 3.4~152 17.4
i 0.0 0.0 0.7

Jif Ak
[SREESEANS 0.5~14.8 4.1~10.4 19.6
B 0.0~9.3 2.1~24 5.8
W e 0.5~5.5 2.1~7.3 13.8
e 0.0 0.0~0.6 0.0

fi i
ATARTFE BE T fich g 1.0~7.2 2.1~11.0 19.0
HH IR fok 1.0~7.2 2.1~11.0 17.5
33 il 0.0 0.0 15
b IRAT AR SR S B 2.1~28.0 6.2~27.4 34.8

= N=2/D 1 Q&R R SEIA 7 HiE A “67 KRilE 8.
b ORI T R MR B SR AR A
¢ BRE, 0.5~2.0cm; TR, >2.0~7.0cm; EHEE, >7.0 cm.

&R HE=RL RIS

®6. 7 HRE 23 AREY)URKARMRES A B RN R AR

7~11 B # 12~23 A
5B R N*=194~236 Ni=146~164
%" %"
AR =38C 0.5~10.0 2.1~104
PRI =38 CH<39C 0.5~8.7 2.1~7.9
AIE>39°C{H<40°C 0.0~1.4 0.0~2.4
AR#E>40C 0.0 0.0
TR ©
AR AT RE B2 (R B AR % 0.0~1.8 0.0~7.9
L7l 0.0~1.4 0.0~4.9
R 0.0~0.5 0.0~3.0
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®o. 7HARE 23 AREYUnKABAL RIS S A R RN R KR

7~11 B 12~23 B
EHGRRRNAH N*=194~236 N*=146~164
%P %"
HE 0.0 0.0
WEHE (RERRIE ) d
AFARTFE B 1) W i 0.0~1.7 0.0~1.8
L35 0.0~1.7 0.0~0.6
e 0.0~0.5 0.0~0.6
B 0.0 0.0~0.6
ATARIRE FE 1) 5 0.0~0.8 0.7~4.3
B 0.0~0.4 0.7~1.8
W 0.0~0.5 0.0~1.8
HE 0.0 0.0~0.6
I YRS N = Al 0.5~10.5 2.7~15.9
B REZ ¢ 1.0~6.8 2.1~122

A

& N=ZADIHIREN “R” SEFATHIRE N “B7 BB iE,
b ORBERR SRR NGRS s B A RSRONL R AR A B e IMEL AT R KA
¢ RE=MBFREOER T, hE=gRERL; BRI,

¢ RE=MEIR A INEGE R SRR, TIHEES); EE=ARE, W H WSS

¢ BRE=FSE; PESHEZINRE; BE=WR. BRI,
AR ARRN, AREAE=38.0C. BT, vEEE CREARIGID M5 HE.
¢ RBCERIZFMHEREE . R RoRBIE Dy R 152l .

#7. 23F5%)LERKRABRAREE SN RRMEERR

SHT BRI N

AR =38°C 5.1

AR =38 CIH<39C 3.6

AiRE>39°C1H<40C 1.5

1AiE>40°C 0.0
e

FRATREFE % = 5.1

BIE 43

HEE 0.7
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®7. 23E5ZI)ERKABEEEES DR RN RERR

S5 B RRS T

H 0.0

Sk ©

AEATTFE FEE 1 Sk 14
L35 14
W 0.0
HE 0.0

KTiIE ©

AT AR FE P F) 515 9 1.5
B 1.5
W 0.0
HJE 0.0

LA ©

ATARTRE FE LA 2.9
B 22
R 0.7
HE 0.0

MK 11 d

AT A R 1 X 2.9
B 2.9
o 0.0
Vi 0.0

[ilZNER

ATARTFE BE I IR TS 0.7
B 0.7
R 0.0
H 0.0

IR T4 AR T 12.3

i IR R 2y ¢ 5.8

& N=Z/ 1 HiRER “R” &A1 HIEN “B7 m2ila .

b BERR 1 R A A R MR A R

¢ BRE=AEWIES; hE=E e RE LW B =018 H RS

O EREE=04 NP 1~2 IR: =24 /NFR>2 YR R =R AR KNI

& BRFE=24 /NI 2~3 WRFRAE; HHRE=24 /NI 4~5 YRR ELFE=24 /NI N =6 KRR
1&,
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@ FEEEHUR R RN EAER
BN 7 AE 5 524 LR LEIGRIRIE HAEEEMA R N AT 5 (RERN
0.9%) FIIEREE 7 96 CRAEZRN 0.4%).

i Ha
B A i BT AR, 18 AP S YA LR B 1 22 PR 5 78 ARk AR LR 21 11
ZEVRROUEEA B BN LR RIS IAR RN ATS %R 2: EHEARRMRE .

XA i AR RS PE R« SRR T Z O s 25

[EERFH]

L KIERERAN, JERRERFIKREAAGIE, WEIEE I GAMCE A R .

2. KA NTEST A PR AT, R ZURGE B B DR S B IR B TR 42
R, 37 H AU B SR AT AR T RURL A RN 85 HAR AN S o SR B
SMAEAT AT SR B 20 T AZ SO o AR AT A8 P38 v s PR S S Ak T 2 B
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3. AERPEEBIKIESS . A BEERE RS A

4. FFHAREEE R, BEVE. UER I N SRR A
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6. SIHALVUATES —HF, M/MRIERAE | AR SRR G B 52 HURE IR VE T T & A A
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9. HWIEHRIZINBERIIE (GIUBIEME . B SRS L) FRh A 1 2 4 PR G
JEVERHE, PRI RARE BB A RS DUEAT 3

10. AMRMBIERY: 7 0l RIS G (3 AL SR TSR 4 Ay & LI
REV RS ) BN, HHL 2 e VERHIE 5 s e AR AR A o

11. fE=24 AESMHRRAIMR . JCME. HIV Gy, 18 M5 s fh Gl hRE 32 8200 )L
Erp, R IFANREAE 23 it R BRI 2R (PPV23)

12. S5PrAEN R UERE R —#F, 57 ) LEAT BEA S BE I L 1% 25 18 1A IR 3 2 PO
P o AEAERBE IR L7 L CHEZEIN <30 22 /) 4 Re i HeFh AR i J, % p8 it
175/ A8 /NI I . 25 R B L LI B AR AT, AN U IR A R 1
FhA i -

(£ EER]

A FH RGP R BEAT AR ity 55 AE 1 R IR 2 b e PR, 1 A i 55 B P oAt 11 il e
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BEA I RAR B EAT T A i 5 HAREE B[R] BRI 7, SCIFAS i 5 8 DL LR o i %
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1. BAMEHRRR

IR T i RS PPN AN it TR AR 28 LT AR BRI 15 (IPD) 1ALy AR T 57 T AR
A (WHO) HIHET:, B4l L xTIPDRIRA R AT 3T 5L (74 (R EohBes
TFENER] 7R IS T A G B L2 B BUER o & Iim RATT FTIE A 1 6 A7 484 L35 70 ) 4 2
%o SR AEE AN H A BRI T R, A i AR TR AT LI Y ) G T T S5 )L (T
AL, i 67 14 L7 28 e s 25 I e )L (74 BBk

6 FIRZE 6 HkELKISRENE
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ME - BRI, 2 A2 L4 IR BN A M AS s sam L (74 R 224
SR PR AR P 55 350) 5 1A ) I B % I 22 BETgGHU IR IR 2 =0.35 v g/mlff 2R84 5 43 L,
DL R AR 5545750 5 1 H IgGHUA TUR P8R EE (GMO) . FIRRHEELISAKEI, 150 A
52 AL P 58 BR A C 2 W AN M35 B 20F 2 W HEAT MY, DAV JERE A I S B Gt SR
2 [MIgGHUARME=0.35 b g/mlffIZiE H 7 L Z 7 BIXUN95% CUFRAE A 574
JLZEED KF-10%, HFLHGMCLHAE FIXUI95% CT R BRI (A & 5 74ih LR KF0.50,
WU 45 Al 95 RbR it o BRI B 32 AR TR A I35 BY () G L& S Bl )L (74D 32 AR AH
JR I 75 75 FR) 38 A 25 R AT B4 LA, oF 8 L35 R 1 48 2 SRt L (74 2k
Hh A L Y () B AR R AT EL AR

ARG R TR, WIReGHUARKE =035 v g/mlfsZilE tbdl, 1380 iE & A 10005
ARSI RE . BARMIETL6B 9V AI3 L R HT A4 BB AN /2 TS B g iR 5 Rhn e, E0
FIa 13RS RS, YIRETE T I REVEOPADLIR I B, 45 J 1 WLR8AIRI.,

8. H2. 4FN6 H LR S RE - BR S it 4 BR A 1 gGHLARIR B =0.35 1 g/mIff)
2ZRE B S EAgGHiAGMC

o PN
Ak WL ) @ GMC WL ) 2
% (95% REn HeAg?
% (95% (95% GMC (95%
MmER CcD (95% ¢ 95%
CD CD CD
NP=249~ CcD CcD
NP=250~252 NP=249~ | NP=250~252
252
252
FE mEE
94.4 3.6 (- 1.31 0.68
98.0 (95.4, 1.93 (1.75,
4 (90.9, 73, - (1.19, (0.59,
99.4) 2.13)
96.9) 0.1) 1.45) 0.78)
87.3 5.5 (- 2.10 0.67
92.8 (88.9, 3.14 (2.64,
6B (82.5, 10.9, - (1.77, (0.52,
95.7) 3.74)
91.1) 0.1) 2.49) 0.85)
90.5 7.9 (- 0.98 0.70
98.4 (96.0, 1.40 (1.27,
9V (86.2, 124, - (0.89, 0.61,
99.6) 1.55)
93.8) 4.0) 1.08) 0.80)
97.6 0.4 (- 474 0.84
97.2 (944, 5.67 (5.02,
14 (94.9, 2.7, (4.18, (0.70,
98.9) 6.40)
99.1) 3.5) 5.39) 1.00)
96.8 -1.6 (- 1.37 0.77
98.4 (96.0, 1.79 (1.63,
18C (93.8, 47, (1.24, (0.67,
99.6) 1.96)
98.6) 1.2) 1.52) 0.88)
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R8. 2. AF16 F R EAL S SRR B b 2 BR A 1 gGHLARIR B =0.35 1 g/mIf
ZREH S HMIgGHiAGMC

o PN
A WL D @ GMC | #JL () »
% (95% R HeE?
% (95% (95% GMC (95%
Jiiib=gis CcD (95% C 95%
CcD CI) CcD
NbP=249~ CD) cD
NP=250~252 NP=249~ | NP=250~252
252
252
98.0 0.4 (- 1.85 0.83
97.6 (94.9, 224 (201,
19F (95.4, 2.4, (1.69, (0.72,
99.1) 2.50)
99.4) 3.4) 2.04) 0.96)
90.5 3.6 (- 1.33 0.70
94.0 (90.4, 1.90 (1.68,
23F (86.2, 8.5, (1.17, (0.59,
96.6) 2.15)
93.8) 1.2) 1.51) 0.84)
ST I 7 7Y
95.6 2.8 (- 2.03 1.45
92.8 (88.9, 1.40 (1.27,
1 (92.3, 1.3, (1.78, (1.23,
95.7) 1.55)
97.8) 7.2) 2.32) 1.71)
63.5 293 (- 0.49 0.35
92.8 (88.9, 1.40 (1.27,
3 (57.1, 36.2, - (0.43, (0.30,
95.7) 1.55)
69.4) 22.4) 0.55) 0.41)
89.7 3.1 (- 1.33 0.95
92.8 (88.9, 1.40 (1.27,
5 (85.2, 8.3, (1.18, (0.81,
95.7) 1.55)
93.1) 1.9 1.50) 11D
96.0 3.2 (- 2.19 1.56
92.8 (88.9, 1.40 (1.27,
6A (92.8, 0.8, (1.93, (1.33,
95.7) 1.55)
98.1) 7.6) 2.48) 1.83)
98.4 5.6 2.57 1.83
92.8 (88.9, 1.40 (1.27,
7F (96.0, (1.9, (2.28, (1.57,
95.7) 1.55)
99.6) 9.7) 2.89) 2.13)
98.4 5.6 2.07 1.48
92.8 (88.9, 1.40 (1.27,
19A (96.0, (1.9, (1.87, (1.28,
95.7) 1.55)
99.6) 9.7) 2.30) 1.71)

e FTA ARk B S R T R B
& 6 PHT I MIE B R ST L (7 00D B2 L I3 B ) B AR S 34T T b, BT
IgG PUiRikE =0.35 pg/mL LA M IMIE RN 19F, 1gG Pk GMC AR SN 6B.

b N=HELAG WA ) 17 LS S 112G BUpR iR B 1) 52l B
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F9. 2. 476 ARERGBEREFEMNEMAIRE OPA Bk LA E
(GMT) F1 OPA HifliiE =1:8 M52 ik& thpl
E N WL (740 A WL (740
GMT (95% CI) | GMT (95% CI) % (95%CI) | % (95% CI)
MR 2= 1~ 1200~
R N*=91~94 N=89~94 N"=91~94 N=89~94
A Mg
359.32 (276.04, 535.68 (421.13, 98.9 (94.1,
4 97.8 (92.4, 99.7)
467.72) 681.37) 100.0)
6B 1054.65 (817.34, 1513.66 (1206.64, 98.9 (94.2, 100.0 (96.2,
1360.87) 1898.81) 100.0) 100.0)
oV 4035.40 (2932.68, [3259.01 (2288.43, 100.0 (96.1, 98.9 (94.2,
5552.75) 4641.25) 100.0) 100.0)
14 1240.41 (934.93, 1480.55 (1133.40, 100.0 (96.2, 100.0 (96.2,
1645.69) 1934.02) 100.0) 100.0)
18C 275.59 (210.33, 375.64 (291.68, 100.0 (96.2, 100.0 (96.2,
361.10) 483.75) 100.0) 100.0)
54.42 (40.20, 44.92 (33.90, 92.6 (85.3,
19F 90.4 (82.6, 95.5)
73.65) 59.52) 97.0)
93F 791.07 (604.96, 923.56 (708.59, 98.9 (94.2, 98.9 (94.2,
1034.44) 1203.74) 100.0) 100.0)
B Mo i Ry
51.83 (38.84, 98.9 (94.1,
1 441 (4.06, 4.80) 9.8 (4.6, 17.8)
69.16) 100.0)
120.67 (92.38, 213 (13.5,
3 6.70 (5.27, 8.52) 196.8 (91.0, 99.3)
157.62) 30.9)
90.86 (67.10,
5 4.15 (3.94, 4.38) [92.3 (84.8, 96.9) [2.2 (0.3, 7.6)
123.02)
A 979.68 (783.04, 100.35 (66.22, 100.0 (96.2, 77.7 (67.9,
1225.71) 152.08) 100.0) 85.6)
. 9493.77 (7339.13, 128.00 (79.55, 100.0 (96.2, 76.4 (66.2,
12280.98) 205.97) 100.0) 84.8)
151.94 (105.16, 16.3 (94,
19A 6.53 (5.01, 8.50) [91.4 (83.8, 96.2)
219.52) 25.5)
Ve ITE EEY Sk B s B TR ABE. OPA CREEEFEMOEM) W5 H TH & s g4
EIMA A 5 5 I 4 B B EBURN 2% FE i 98 BR B 1) g
e N=EB W05 TR P i 2 il E .

A T12~15 H 8 R AR IR ez 5 1A H X T 7R i 2 1) S N (LhIgG
PUAGMCHTE) , &AM (2.62~11.53 uwg/mD Sili)l (7T#H) (3.63~156 wg/ml) ML

IEFHES bt (B IgGHiIARGMCLEL B 195%CI R FR>0.50) , OPAHIAGMT tE 7~ 2k

1301, FL23T
Version No: 20260207



Lt B o X F6Mp i s Ay, R AN 457514 A, 15 S H1I9GHUIRGMCER MLk 513°40.94
ug/mlyl, HRMBEUEG T EYWEEESTMIL (79 4, OPAHIIAGMT (164~11856)

T HEMEE 3L HIEIGMT (52~9494)

7 B8 5 5 B4 ) L) LE R AR NE

B BAERBM A 7 Hi % 5 B8 UNLE AT T —BOT RS R ik
PERFFE, b 7~11 H#e41 90 f. 12~23 4 112 . 2~5 %41 152 {51l 53y #Fh 3 7). 2
FURD L FUA S . 7~11 HES4L. 12~23 AR 2~5 B4 3 MERY A A2 )5 1 AN H 13 Rl

B 19G Pk GMC Yu [ 43518 1.94 1 g/ml (MIERY 3) 42 8.04 ug/ml (MiEH 14) . 1.86

wg/ml (MEM 3) £6.45 vg/ml (MER 14) f11.42 pg/ml (MER 3) %£6.03 ug/ml
(MER 19A) ¢ Frf MG B G R ER T 190G FTiAMEE =0.35 b g/ml 521X EL BB
(B 2~5 DA MIER 14 N 88.1%4F, HAEH=92.7%) , 13 FlliEA 1gG Pk ¥ =0.35
w g/ml {52403 Loy 43 304 97.6 (& 2 5 A1 19F #4) ~100%. 92.7 (I %Y 23F) ~100%

F188.1 CHMER 14) ~100%., HAKLERVENFE 10,

F10.  P2TARESZBY LA L EEERBEEM G TR ERE 1gGHRIRE =>0.35
ug/mif 52385 B 4 LA IgGHiEGMC

e e 7-118% (37 12-23F# (27 2-5% (13
GMC
GMC
% (95% Co5or % (95% | GMC (95% | 9% (95% (95%
cn o ° cn cn cn cn
N=83~84 N=104~110 | N=104~110 | N=135~152 | N=135~
N=83~84
152
2.88 274 96.6 178
100 (95.7, 100 (96.6,
1 (2.44, (2.37, (923, (1.52,
100.0) 100.0)
3.39) 3.16) 98.9) 2.08)
98.8 1.94 1.86 97.3 1.42
100 (96.6,
3 (935, (1.68, (1.60, (933, (123,
100.0)
100.0) 224) 2.15) 99.3) 1.64)
3.63 428 99.3 337
100 (957, 100 (96.7,
4 (311, (378, (96.4, (295,
100.0) 100.0)
423) 4.86) 100.0) 3.85)

1471, FL23T
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#10.  W2TARESZRY) L)\ EEFE LM E b RERE 19GHiAWRE =>0.35

ug/mif) 28 E B 4 L IgGHifRGMC

1miE#R 7~11A#% G5FD 12~23 A% (25D 2~5% (17D
GMC
GMC
% (95% osor % (95% | GMC (95% | % (95% (95%
ch o ° cn ch ch ch
N=83~84 N=104~110 | N=104~110 | N=135~152 | N=135~
N=83~84
152
97.6 2.85 99.1 2.16 98.7 233
5 917, (2.34, (949, (1.89, (953, (2.05,
99.7) 3.46) 100.0) 2.47) 99.8) 2.64)
3.72 98.2 2.62 2.96
100 (95.7, 100 (97.6,
6A (3.12, (93.6, (2.25, (252,
100.0) 100.0)
4.45) 99.8) 3.06) 3.47)
98.8 477 3.38 99.3 3.41
100 (96.7,
6B (935, (3.90, 0000 (281, (963, (2.80,
100.0) 5.84) ' 4.06) 100.0) 4.16)
5.30 5.99 99.3 492
100 (95.7, 100 (96.6,
7F (4.54, (5.40, 9.1, (4.26,
100.0) 100.0)
6.18) 6.65) 100.0) 5.68)
98.8 2.56 3.08 98.6 2.67
99 (948,
9V (935, (221, 000, (2.69, (952, (232,
100.0) 2.96) ' 3.53) 99.8) 3.07)
8.04 6.45 88.1 224
100 (95.7, 100 (96.6,
14 (6.95, (548, (815, (171,
100.0) 100.0)
9.30) 7.59) 93.1) 2.93)
277 371 98.7 2.56
100 (95.7, 100 (96.7,
18C (2.39, (3.29, (953, (2.17,
100.0) 100.0)
3.23) 4.19) 99.8) 3.03)
477 4.94 6.03
100 (95.7, 100 (96.7, 100 (97.6,
19A (428, 431, (522,
100.0) 100.0) 100.0)
5.33) 5.65) 6.97)
97.6 2.88 3.07 253
100 (96.7, 98 (942,
19F 917, (2.35, (2.68, (2.14,
100.0) 99.6)
99.7) 3.54) 3.51) 2.99)
98.8 2.16 92.7 1.98 93.4 155
23F (935, (1.82, (362, (1.64, (882, (131,
100.0) 2.55) 96.8) 239) 96.8) 1.85)

Version No: 20260207

1571, FL237




2. BWAIERIAE:

6 FIRZE 6 HIRE LK SRMNE

RGN (T4 3 4 S REFRE AT HLEL, VN Febr AR EAL %% /5 14 H 19G
PUAIKRE =035 v g/miff) 2k 5l X 1gGHiAGMC.
WFRAR TR, AT 7TAICEMER, AR50 (T4 Fai 95 1gGHAE =0.35
ng/ml ) 52 e 2 7 AlIgGHi R GMC LR 418 B HE 5 &b e CRIVG 41 1 40 Bl 22 53 (A 50Ul
97.5% CIff) FIRAEKT-10%, HGMCHAERIXUN97.5% CIH FIRMEARTF0.5), XFF6Fipiiy
MRS, AR SRR G 5311 (74 R 7AN IR M98 AL B AR R L3 B AT LU, 6

A

A FHRPR IR BHE SRR E (AR X T A 13FMMLIE AL, A S Sl 5 0% 5 R
IR EOPATUIR S M. (ILR12).

R1L 2. 46 5 ER R EEFE P ER 5 I & 3RS 1 gGHUA IR B =0.35 pg/mif
ZRE Ao EMgGHiiAGMC
MmER PN L (7 R PN L (7 HAE®
% (95% H) 2 (97.5% GMC 4 2 C 97.5%
CcD % (95% CcD (95% GMC CD)
Nb=436~440 CD) CcD (95%
Nb=441~ Nb=436~ CcD
446 440 Nb=441~
446
FF mER
100.0 99.8 9.71 15.36 0.63
0.2 (-0.9,
4 (99.2, (98.8, 5 (8.97, (14.14, (0.55,
100.0) 100.0) ' 10.52) 16.69) 0.72)
96.1 3.21 2.88 1.12
94.7 (92.2, -1.4 (4.7,
6B (93.9, (2.85, (2.57, (0.93,
96.6) 1.8)
97.7) 3.61) 3.21) 1.34)
99.8 4.27 6.76 0.63
99.5 (98.4, 0.2 (-1.7,
9V (98.8, (3.97, (6.28, (0.56,
99.9) 1.1
100.0) 4.60) 7.27) 0.71)
100.0 17.11 17.79 0.96
99.5 (98.4, 0.5 (-1.9,
14 (99.2, (15.44, (16.21, (0.82,
99.9) 0.7)
100.0) 18.96) 19.53) 1.13)
99.1 5.76 6.01 0.96
98.4 (96.7, 0.7 (2.8,
18C (97.7, (5.25, (5.54, (0.83,
99.4) 1.2)
99.8) 6.33) 6.53) 1.10)

Version No: 20260207
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R11L. 2. 4W16 H IR AR B G b R BRE 1gGHURIR B =0.35 pg/mify
ZRE TS HAgGHAGMC
Jiikgid) p: N WL (7 g PN WL (7 Bt A
% (95% #) » (97.5% GMC H) 2 C 97.5%
CcD % (95% CD (95% GMC CD
NP=436~440 cD cD (95%
Nb=441~ NP=436~ cD
446 440 Nb=441~
446
89.2 6.93 5.70 1.22
98.2 (964, 9.0 (5.3,
19F (86.0, (6.26, (4.79, (0.97,
99.2) 12.9)
91.9) 7.66) 6.77) 1.53)
96.8 4.02 4.45 0.90
95.4 (93.0, -1.4 (4.6,
23F (94.8, (3.58, (4.03, (0.76,
97.2) 1.6)
98.3) 451) 491) 1.08)
B 1in 7 7Y
100.0 89.2 7.77 2.88
10.8 (7.7, 2.70(2.31,
1 (99.2, (86.0, (7.16, (2.57,
14.5) 3.17)
100.0) 91.9) 8.45) 3.21)
89.2 1.68 2.88
97.3 (95.3, 8.1 (4.2, 0.59(0.50,
3 (86.0, (1.56, (2.57,
98.6) 12.1) 0.68)
91.9) 1.82) 3.21)
89.2 3.61 2.88
99.1 (97.7, 9.9 (6.6, 1.25(1.07,
5 (86.0, (3.33, (2.57,
99.8) 13.7) 1.47)
91.9) 3.90) 3.21)
89.2 4.76 2.88
97.9 (96.1, 8.7 (5.1, 1.66 (1.40,
6A (86.0, (4.34, (2.57,
99.1) 12.7) 1.95)
91.9) 5.23) 3.21)
100.0 89.2 8.28 2.88
10.8 (7.7, 2.88(2.47,
7F (99.2, (86.0, (7.70, (2.57,
14.5) 3.35)
100.0) 91.9) 8.91) 3.21)
89.2 5.10 2.88
99.3 (98.0, 10.1 (6.8, 1.77(1.51,
19A (86.0, (4.68, (2.57,
99.9) 13.9) 2.09)
91.9) 5.57) 3.21)

T PR A S R AT PR AR
® R MG L R A B S AL (74D B2 Th A S T R B RS BEAT 1 B BN G

PURIK E =0.35 pg/mL L F AR A L5 B4 A 19F, IgGHIAARGMCHARAY IMLiE 4 A 6B .

b N=HA B 0 1) I3 Ry 5 1k TG UM e 1 32l

Version No:

20260207

17, FL237




R12. %2, 4T 6 7 RERNGEREFEME R RIRE OPA Hitk GMT Al OPA HilkHE =
1:8 HI 32 Hts
=) Z
A L (740 HH L (740
MR | GMT (95%CD | GMT (95% cD | % (95% CD % (95% CD
"=96~102 =102~115 "=96~102 =102~115
A MER
3470 (27673, 4650 (3804.6, | 100.0 (96.4,
4 100.0 (96.8, 100.0)
4350.3) 5682.5) 100.0)
2402 (177835, 3725 (28343, 98.0 (93.0,
6B 97.4 (92.5, 99.5)
3244.1) 4894.7) 99.8)
2294 (1695.6, 2727 (20977, 97.0 (914,
9V 97.3 (922, 99.4)
3103.2) 3544.5) 99.4)
2288 (17836, 4301 (35448, | 100.0 (962,
14 100.0 (96.7, 100.0)
2935.5) 5219.1) 100.0)
8692 (7071.3, 8548 (72935, | 100.0 (963,
18C 100.0 (96.7, 100.0)
10684.3) 10017.2) 100.0)
1087 (855.6, 889 (698.5, 99.0 (94.4,
19F 97.2 (92.0, 99.4)
1382.2) 11302) 100.0)
3608 (2608.1, 5223 (38902, 96.9 (91.3,
23F 97.3 (922, 99.4)
4990.3) 7011.5) 99.4)
T8 i R
96.9 (91.3,
I | 132 (1038, 166.7) 4 (NE) 0.0 (0.0, 32
99.4)
100.0 (96.4,
3 |209 (1806, 2411 | 5 (41, 5.0 52 (19, 11.0)
100.0)
95.0 (8.8,
s |23 (1845, 2972) | 4 (39, 42) 0.9 (0.0, 4.8
98.4)
3518 (27817, 99.0 (94.4,
6A 491 (309.4, 778.7) 83.8 (75.3, 90.3)
4450.0) 100.0)
4164 (3591.0, 100.0 (96.4,
7F 6 (44, 73 69 (2.8, 13.6)
4828.9) 100.0)
98.0 (928,
19A | 529 (407.7, 687.3) | 11 (80, 15.5) 00 5) 29.6 (212, 392)

V. NE=AA[{fit,

P N=EAT TR R0 R e P A i R 1 52 1 B

A T12~15 H & 58 AR AR IR S % 5 1A H TR & Y IgGHiAGMC (7.04~
20.61 wg/mb S5iii)L (7)) (8.36~24.55 ug/ml) MELYEFIEL BhrrE (W4 A lgGHT
RGMCLLAE 195%CI N FR>0.50) , HIJAEHE T IIREMEOPAPUIR R N ; 61 IfiL i AL 1gGHt

ERGMCE T )L (T4 (F4LIENgGHIAGMCHLE ~4.66~202.59) , OPAFIIAGMT (309~

Version No: 20260207
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11347) & EMANFHEIFLIAN A FHIGMT (132~4164) .

7 B8 5 5 B4 L) LE AR NE

AN AT 7 — I dE AR R IR, FEAFIFERSA (7~11H i, 12~23 7 ¢
AN2~5% ) NAEH AN A b J& » X130 LA R Byl 7 A — 5 I SN » T~11H e« 12~23
W 2~5 4 e R G 5 1A H 13 i AL IgGHUAGMCTEH 43771 291.19 pg/ml (I i A

3) £10.89 pug/ml (IfijE7RL14) « 1.32 pg/ml CifiEAI3) £9.79 ug/ml C(ifiEAI14)  1.12 pg/ml
(IMiER3) £11.62 pg/ml UMERI9A) 5 3IMNERHEFERIZE LN H IgGHiiAK E =0.35
ug/mIft 328 L 20 531 v =95.5% (& RI23F) « =94.5% CIfiE3) F1=>96.9% CIfiiE 7
23F) . FiRTENEKLS.
T~1L U2 12~23 H e 4 A12~5% 2H3AMF WS 2H 42 0% 5 14 H OPABTAGMT Vi [ 73
11427 (MIERL) 5102346 (MIFERTF) . 93.3 (MiEAIL) £14963.5 (MEMTF) |
40.9 (IfMEAIL) 4217107.3 (IMIERTF) 5 OPAPLIR=1:81 52 H 43 b4 8 =94.3% (i

EHI6B) . =96.2% CMLyERILFI23F) M1=95.8% (IMLyERIL) . 4R ENFEL4.

R13. THRZESZ B LA)LESRE S ER G it R BRE 19GHLAIKR B =0.35 ng/mlff 52
REBHEEMIgGHIEGMC

7-11 8% GFD 12-23F# (27 2-5% (13
GMC % (95% GMC
MmER | % (95% | GMC (95% | % (95% 0 IR0 (95%
(95% cn
cn cn cn cn
cn N?=129~
N?=176 N?=176 N2=127 =129~
N2=127 131
131
99.4 438 99.2 44
3.75 (326, | 97.6 (933,
] (96.9, (375, (953, (376,
432) 99.5)
100.0) 5.11) 100.0) 5.14)
97.7 132 98.5 112
1.19 (1.08, | 94.5 (89.0,
3 (943, (1.16, (94.6, 097,
132) 97.8)
99.4) 15D 99.8) 129)
99.4 4.04 99.2 4.47
297 (260, | 97.6 (933,
4 (969, (348, (958, (3.92,
3.40) 99.5)
100.0) 4.68) 100.0) 5.10)
100 100 (97.1, 2.57 99.2 2.92
3.07 (2.73,
5 979, s 100.0) (2.26, (958, (2.57,
100.0) ' 2.92) 100.0) 3.32)

1971, FL23T
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R13.  TARESZEY LR L EEE GRS R BRE 1gGHiERRE =0.35 ug/mlf) %
RE B HEAIgGHAGMC

7~11A#% 5D 12~23 % (25D 2~5% (17D
GMC
. GMC % (95%
MmE# | % (95% | GMC (95% % (95% (95%
(95% chn
ch ch ch ch
chn N3=129~
N3=176 N3=176 N3=127 N3=129~
Na=127 131
131
97.7 3.19 3.39
3.12 (274, | 97.6 (93.3, 100 (97.2,
6A (94.3, (2.69, (2.80,
3.57) 99.5) 100.0)
99.4) 3.78) 4.09)
2.47 99.2 2.96
96 (92.0, 22 (191, 97.6 (93.3,
6B (2.06, (95.8, (2.44,
98.4) 2.54) 99.5)
2.96) 100.0) 3.59)
99.4 7.87 99.2 7.08
5.73 (5.10, | 98.4 (944,
7F (96.9, (6.90, (95.8, (6.19,
6.44) 99.8)
100.0) 8.96) 100.0) 8.10)
98.3 3.31 3.68
224 (199, | 99.2 (95.7, 100 (97.2,
9V (95.1, (2.90, (3.22,
2.51) 100.0) 100.0)
99.6) 3.77) 421)
99.4 10.89 9.79 6.94
98.4 (94.4, 100 (97.2,
14 (96.9, (9.59, (8.40, (5.53,
99.8) 100.0)
100.0) 12.35) 11.41) 8.70)
97.7 3.88 5.6
225 (198, | 984 (944, 100 (97.2,
18C (94.3, (3.25, (4.74,
2.57) 99.8) 100.0)
99.4) 4.64) 6.62)
100 5.55 11.62
3.62 (3.30, 100 (97.1, 100 (97.2,
19A (97.9, (4.86, (9.75,
3.97) 100.0) 100.0)
100.0) 6.34) 13.86)
98.9 5.04 5.44
45 (3.98, 97.6 (93.3, 100 (97.2,
19F (96.0, (4.28, (4.46,
5.09) 99.5) 100.0)
99.9) 5.92) 6.64)
95.5 2.26 96.9 2.8
2.04 (1.76, | 97.6 (93.3,
23F (91.2, (1.90, (924, (2.33,
2.37) 99.5)
98.0) 2.67) 99.2) 3.36)

& N=H A7 W6 B 10375 LR S M L g G AR Ik P 1) 32 1K 2 B e .

2071, FL237
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Fl14.  THARESS B4R LEESEAREME M A IREOPATAGMTH
OPAHIEHE =182 RE TS
7~11A#% G5D 12~-23H# (25D 2~5% (17D
iR gisl GMT % (95% CMT % (95% CMT % (95%
R (95% 0 IR0 (95% o IR0 (95% o IRl
ch ch ch
cl) ch) ch)
Na=87 Na=78 Na=71
Na=87 Ne=78 Ne=71
142.7 96.6 93.3 40.9 95.8
96.2 (89.2,
1 (103.4, (90.3, (70.1, 995 (313, (88.1,
196.9) 99.3) 124.1) ' 53.4) 99.1)
249 100 332.3 244.8 100
100 (954,
3 (205.7, (95.8, (273.3, 100.0) (192.0, (94.9,
301.5) 100.0) 404.1) ' 312.1) 100.0)
2172.2 100 2682.8 4236.3 100
100 (954,
4 (1740.7, (95.8, (2210.4, 100.0) (3489.6, (94.9,
2710.7) 100.0) 3256.2) ' 5142.8) 100.0)
286.3 100 164.5 79.3 98.6
100 (954,
5 (214.5, (95.8, (131.5, 100.0) (577, (92.4,
382.0) 100.0) 205.7) ' 109.0) 100.0)
6042.7 100 7661.8 58493 100
100 (954,
6A (4830.2, (95.8, (6116.0, 100.0) (4364.0, (94.9,
7559.6) 100.0) 9598.4) ' 7840.2) 100.0)
2181.6 94.3 4986.3 3775.2 100
98.7 (93.1,
6B (1350.1, (87.1, (3717.6, 100.0) (2825.1, (94.9,
3525.2) 98.1) 6687.9) ' 5044.9) 100.0)
14963.5
10234.6 100 17107.3 100
(12367.6 100 (95.4,
7F (8612.2, (95.8, 100.0) (13842.7 (94.9,
12162.8) 100.0) ' ' , 21141.8) 100.0)
18104.4)
4154.1 100 7220.1 10533.5 100
100 (954,
9V (3358.6, (95.8, (5620.9, 100.0) (7811.9, (94.9,
5138.0) 100.0) 9274.2) ' 14203.4) 100.0)
4108 100 6885.4 7504.5 100
100 (954,
14 (3342.6, (95.8, (5642.6, 100.0) (5718.2, (94.9,
5048.8) 100.0) 8402.0) ' 9848.9) 100.0)
1486.6 98.9 1890.4 2111.9 100
98.7 (93.1,
18C (1124.6, (93.8, (1429.0, 100.0) (1630.6, (94.9,
1965.2) 100.0) 2500.6) ' 2735.2) 100.0)
2611.3 100 3560 3055.1 100
100 (954,
19A (2071.6, (95.8, (2867.8, 100.0) (2154.1, (94.9,
3291.6) 100.0) 4419.1) ' 4333.1) 100.0)
217, F£237
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F14.  TARESZBY) LR LEEE RN G MK IREOPATAGMTHI

OPATATAE>1 8B RE A
7~11A#% G5D 12~-23H# (25D 2~5% (17D
meEm | CMT % (95% CMT % (95% CMT % (95%
R (95% 0 IR0 (95% o IR0 (95% o IRl
cn cn cn
cn cn cn
N?=87 N=78 Ne=71
N?=87 N=78 Na=71
1158.4 100 1854 1629.7 100
100 (95.4,
19F | (937.0, (958, (15203, 000 (1292.9, (949,
1432.1) 100.0) 2260.8) ' 2054.2) 100.0)
5640 95.4 6693.6 42347 97.2
96.2 (892,
23F | (3590.5, (88.6, (44642, 292) (2916.1, (902,
8859.4) 98.7) 10036.4) ' 6149.5) 99.7)
& N =E A W0 IS B S PR R R ) 2 IR B B

(5]

ETUKA (2°C-8C) A RMAFAGR. EAEAGERMH. HHARBELE

JLE ARl A (s

(&3]
PR ATEN 4% 150/&, 1030/&

1 30/&: FMEEPOR 1 ARAE (05mD FUARRESN S 1Ak,

10 30/ & REAMEEE P AEE 10 SCHRFIE (0.5 mb) FUE 7 S &A1 10 Mk

[H2H]

36 M H.

(BT AE]

JS20140065

[Z5 5t s ]
[ 24t SJ20160042

2201, FL23T
Version No: 20260207




[#5% EHidFrRE Al
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