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eLy | oD @9 | 03 W (EGAERCGrade 3) [XE50 LBV Thotz, TR
: 588 6 553 7 P I -
v 1 1505 (39. 1) 0.4 1483 (37.3) ©0.5) B 1 ~2. 50 (FFRE) ICRE L, Freifidi~2.58 (Fx
o 19 5 203 3 H) Thole, £io, RYMORIISFERMEZI~0H (hRiE) (2
mEAT L e | e | M | o FELL, FRHEIZI~3A ChRfE) CThor?,




& 5 ERRIBUSE DFEBLIRIL

B GEREE (%)

. el 13vPnC

[EE3 {;;&ﬁﬁ) ii Grade 3" {%i;ﬂﬁ) ii Grade 3"
R 1 331 (8%72) (0.13) H (5?4) 0
iR 1 331 (82'98) 0 L (1(1).28) ’
Esz ! 331 (7224405) (1.42> t (6;74) (041 9
50 1 331 (3193'03) (0'39) 1 (32.00) <2.37)
i 1 331 (;2?73) (o.39> H (32?0) (041 9)
o |1 331 (419§58) (0.26) i (4;55) <o.1 9)
B |1 331 (1;14) 0 i (2337) ((119)
TR 1 331 (1?5) (0.13> H (0.19> 0

a) TETHFEIC &0 FFl L7 i3k

b) EAEEEAS [EE] & LTHE ShHg
FEAR, AR @ RED 10emA 8 2 %
VRS, 07, WU, S, BIEVE - B EIEB A NS

c) ARFIIE13vPnCHERE 10 A BRI L 7=

d) ARHI T 13vPCHERE T A FRIGEAT L 72

e) 38.0CLA L, 38.9CHI~10. COBAIC, FIEENTE (Grade 3) & L7z, £7o, KAl
TIHIOIRER B INE A0 C R 2 HRENE U T,

RN © ok — F2DIRBRSINF IR T B AR 1 H A RFO%
MIERIZ R H0PA GMTIZ43. 3 (MfLiEH3) ~6416.9 (MiERI11A)

ORATH 7= (k6) 7,

# 6 & adk— MBI D ARMIEEREE 1 » AFRED OPA GMT

OPA GMT (95%C1)

IR E
" A =
(27— b2 : 50~597%) (27— b1 : 60~647%)
Fe3 i 1Y
1 135.9 (113.1, 163.4) 131.8 (117.2, 148.3)
3 43.3 (38.0, 49.4) 40.9 (37.6, 44.5)
4 633.3 (513.9, 780.4) 577.9 (505.5, 660.6)
5 84.6 (70.3, 101.8) 96.5 (85.8, 108.6)
6A 1203.9 (968.1, 1497.1) 997.1 (866.5, 1147.5)
6B 1502.7 (1228.2, 1838.5) 1199.0 (1054.3, 1363.4)
F 1047.0 (884.0, 1240.2) 1173.0 (1052.9, 1306.9)
9V 1725.7 (1424.4, 2090.6) 1687.9 (1493.7, 1907.3)
14 926.2 (761.8, 1126.0) 742.3 (655.8, 840.2)
18C 1805.0 (1459.6, 2232.2) 1355.2 (1184.3, 1550.7)
194 618.4 (519.9, 735.5) 600.3 (537.5, 670.6)
19F 286.7 (236.0, 348.2) 290.4 (256.4, 329.0)
23F 549.1 (425.4, 708.9) 327.5 (278.2, 385.6)
PEN I RTEpit)
8 486.9 (400.6, 591.9) 502.3 (442.8, 569.8)
104 2520.4 (2076.0, 3060. 0) 2437.0 (2149.8, 2762.5)
1A 6416.9 (5131.9, 8023.6) 5248.9 (4564.5, 6035.9)
12F 3445.1 (2807.8, 4227.1) 3105.2 (2722.7, 3541.4)
158 3355.9 (2582.0, 4361.8) 2873.7 (2438.1, 3387.1)
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 : fRHEIX[H

(3) =AR— 3 : 18~495%

BRIV TARAISULLI3vPRC D &0, bmL & A N NEEREL 10 H ] (/)
FrOBIE) IZTARM (RFWORIEE) (WFhb#Y A 25
ie), BT BIEICKVEISEORMAZFTAM L, E2RE RO FEBLR
W (FEREE K OCrade 3) 1IRTDEFRY Thol-, RFTORIBIEG
B I~28 (POE) ICRBLL., FReiilii~28 (houfE)
Thot, £, EHFMORIUGITEM%E1I~28 (FRE) ITHHR
L. FGEIRIZI~30 (FdfE) ThHo7z?,

KT LRRIBOEDFEBURIL

FBUBIE GEBURIA (%)

- A 13vPnC

[EE" f;;ﬁ) ii Grade 3" ﬁ_j;fﬁ) ii Grade 3"
FARY 1 335 (9%%) (0?6) 112 (91'18) 0
g 1 335 (1??6) 0 1z <1;.45> 0
ngﬁm 1 335 (8217,22) (0,1 3) 1z (82,21 ) (ol. 9)
55" 1 335 (4124_37) (1.68) 1z (4‘3}.98) (3?16)
i ! 55 (3183.08) (2?7) e <32§9> (0»1 9
R 1 335 (6262_36) (1%2) e <7Z.31> (o.l9>
Bt 1 335 (éi) 0 112 (13?9) (o.l9>
EC 1 335 (1%2) (0.13> e <1.28) (1.28)

a) T HEEIC &0 R L 7= 6%k

b) FSEREA THE] & LCHEShizHig
AR, MR R 10emZz B2 5
TESFMOLAR, 957, . MiE. BIfR « BEIRE A0S

) AR SE13vPnCHERR 10 A FRREAR L 7=

d) AH) I3 13vPnCHERES 7 B RETAR L 7=

e) 38.0°CLLE, 38.9CH~40. 0COHAIT, EEENEE (Grade 3) & L7z, 40.0CH#
ZDRMOME TR T,

TIERME © 27— F3DOIBRBNHE BT D AHFIEREL L5 HEFOK
MyERIIXF 9" H0PA GMTIX42. 1 (MiER3) ~7976.9 (fIETL33F)
ORI TH 7= (38) Y,

#8 &k — MBI D ARFIBAE L » HREDOOPA GUT

OPA GMT (95%C1)
li 2 A A
(zR— 13 : 18~495%) (2= 11 : 60~645%)
S {7
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)
7 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)
BN L3R
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)

i R A A
(z— 13 : 18~495%) (27—} 1 : 60~645%)
11A 7169.3 (5735.7, 8961.1) 5419.7 (4737.7, 6199.7)
12F 5875.4 (4719.8, 7314.1) 3074.5 (2697.9, 3503.7)
15B 4601.0 (3487.9, 6069.4) 3019.0 (2562.8, 3556.4)
22F 7568.2 (5927.4, 9663.2) 4482.5 (3862.7, 5201.8)
33F 7976.9 (6341.7, 10033.7) 5693.2 (4970.1, 6521.5)

CI : fEHXH

*17 1 3 ENENERE (3% TLAFT—13KMEREET)

RIRWE D 7 F HERERED 22\ 6% LL_E65a% A O i R BRI X 5
J“,% TR D U R EN LB X DD E 2060 & xS B,
B BB E LT, 7°1/«“7“~137J<'r$%%5s?ﬁ‘/1 (13vPnC) 1[A]
0.5mL% 1EIFFANERR L7z, U AZ1Zi%, BIEOEE, 1BMEgR A,
TBPERFEE R, 1B, BEIRIE. Jﬁuﬁix V3 TN 25 oD B
HIVIESE, S MHIER 28 3 23K ToaH,. T ofoBE (8
BEERIGSE . MERUERARE, ORI R AR ERE, RS ALk
WEENY, 185Dl 65RO FEMEETIL, 13vPnCHERE% 14 A
T RS AET) IS, BFT EREND) ORISUSY 1%, 98/1464
(67 1%) T.m&)%zh Ifi%@i YR ¢ 96/145451 (66.2%) . NE

2 17/13661 (12.5%) . B OYMLEE : 10/13561 (7.4%) Thot-, =
7”_\ ORISR 1%, 85/145f (58.6%) TR LN, Fhb

DIX. P57 AT/14245) (33.1%) . AR : 38/139%1 (27.3%) . 5H
i 33/14161 (23.4%) . T : 26/141450 (18.4%) K O'BIFEIH
19/138%1 (13.8%) Td 7=, 6m%LL 18K AR O FEEEE TIX
L3vPnCEEREZT AR (B A &) . AT (RS ORI
BV 1%, 43/5205 (82.7%) TED B, TR B DL, KIF : 41/52
B (78.8%) ., BEME : 16/47(1 (34.0%) . K OMLEE : 10/47(1 (21.3%)
Tholz, £, RHEORIRIEY 13, 31/514] (60.8%) TDH
. ERL o, o 18/48%1 (37.5%) . PN : 15/49 45
(30. 6%) . B : 12/49%1 (24.5%) KOVEEL : 7/48%1 (14.6%) TH
Of:o
Go e
13vPnCiC ainéArﬁLFEﬁ” ZOWT, 13vPnCHEREL % H # OOPA GMT

10 13vPnCOEREL » A % D16 GMCOD bk

g HERT T PRtk GMFR

(1 g/mL) (pg/mL) (95% C1)
1 0.132 4,427 33.445 (26.374, 42.413)
3 0.115 0.531 4.605 (3.839, 5.524)
4 0. 055 1.826 32.960 (25.331, 42.886)
5 0. 058 2.779 47.565 (36.867, 61.368)
6A 0.173 4.070 23.587 (18.010, 30.890)
6B 0.105 2.354 22.421 (17.045, 29.493)
7 0.117 4.670 39.843 (31.473, 50.438)
9v 0. 067 1. 483 22.232 (17.426, 28.362)
14 0.335 7.769 23.161 (17.179, 31.227)
18C 0. 168 5. 187 30. 833 (24.008, 39.597)
19A 0. 496 7.616 15.354 (12. 116, 19.459)
19F 0.217 4.315 19.892 (15.552, 25.443)
23F 0. 181 6. 283 34.809 (26.436, 45.833)

CT : {ZHHICRE, GMFR : S 1-34) R 5ps

GNR : FRERE S & D REMRERED T

17.1.4 ENFEMEHER (B7471016588%)
Atho~6n Ao EEILY 66861 [AAl K THMAEE : 22601,
13vPnC (XD 7 F o) B2 FHERERE © 22400, AAIRH PO BERRRE -
21801 & KPR MEAE X (b G = F I E MR A FE ki L
77
BREZB WO TAFIXIE13vPnC 40, 5mLZ FH4la] (FEsaE & LC3lal,
BANSREE & LClla) &T%@Xﬂiﬁ%?ﬂ?ﬂﬁ%@ U729, K IRSRsEpsfd
BTARM YA Z2ET). B HERIC LY BRI ORBBURDLE B
fliL. F2RRIBGOFEBLRDL ($%!£MS&UGrade 3) IFEIIDEE
D Chote, RFTORIBINIHERELI~28 (PRlE) ([CREBLL, fF
BHIEIX1~50 (hRfE) Thot-, E7o. EHEMEORIRSITERE
%1~3H (FRfE) ([ZRIL, Feliliii~20 (hoE) Tho

- 6)

F11 ERFEISOFBLRDL

I, BEFERT & MR LC ER L (FR9), FEpIHL REHEE %)
13vPnClZ & £ 5 EMIERIZ ST, 13vPnCHEREL » H % 0 16 i ARFIE FHERE ARF 5 P P T 13vPnCRZ F ik
GMCIZ%, #&ffimn & ko LT LA L7z (3R10), Blg | FHE | #% | Grade | FME | %% | Grade | FME | H% | Grade
ke N 3| g | &fk 3 i (N 3"
a) {BRSMENEFAFEICTHRE LI-b o, BEEIGIE, SRIKIGEDRSEBIH TH 176 0 ol 0 168 0
D1 UEAR TR L) LlE LIRS INERE R L L TR LT, 1 225 (18.9) 0 L 0 224 5.0 0
b) RAEESEF BEICTHE L2 b0, BEEIAE, SEKIEEDR EHIR (HY) : - :
SRR TR L) L LR R E R L ORI L, 2 | s | 00 O | s | 8 O gy | W o
¢) IgGlxdirect Luminex immunoassay (dLIA) % FVNCiHlE B (76.2) ) (31.6) ) (84.2) =)
i , - 175 0 " 68 0 . 190 0
29 13vPnCOREREL # H % DOPA GMT D L .8 | ) e | O (6.0 | )
_ i s GMFR 189 1 69 0 189 1
i BERRAG pEA (o O P e e | w0 | ] ®me | 03
1 10 150 15.6 (12.33, 19.82) 154 0 ; 62 0 148 0
P g [ o T me | o | ] e | O
3 11 62 5.5 (4.59, 6.54) -
) - 153 0 s 56 0 - 163 0
4 18 1113 61.7 (42.80, 88.99) i (68.6) ) (26.0) =) (73.4) )
5 16 182 11.2 (8.69, 14.34) . 3 222 153 0 215 % 0 221 166 0
) R (68.9) ) ’ (27.4) ) (75.1) )
6A 59 2050 34.7 (24. . 7 5 7
(24.39, 49.44) . 018 175 1_ - 51 0 220 171 0
(80.3) (0.5) (24.1) ) (77.7) )
6B 74 1617 21.9 (15.71, 30.51)
1 225 % 0 217 % ! 224 % 0
F 169 2035 12.1 (9.84, 14.76) 0 (17.3) ©) (16.1) | (0.5 (16.1) )
v 204 1386 6.8 (5.36, 8.62) L 31 0 5 % 0 38 0
al PP we | o P las| o | P way| o
14 133 1756 13.2 (9.63, 18.04) i 2 0 2 1 5 0
v | 3 222 215 221
18C 63 1675 26.7 (19.39, 36.86) jm (4.9 O 1. | 0.9 (5.9 O
16 0 29 0 49 0
194 38 949 24.9 (19.05, 32.66) ! o (@11 O™ lwan| o w (22.3) )
19F 42 1107 26.6 (19.89, 35.63) fr 12 0 14 0 2% 1
wl PP ey oM len | o | ] wy | ey
23F 14 700 50.4 (35.70, 71.16) .
ik 23 0 ) 21 0 % 0
CT : fRATECH. GFR : A4fol V5 L {65 B 2P by o | P ley | o | P an ] o




B FEHEE (%)
g ES AR AHI 7T P N BT 13vPnCHZ T H2FE
AT
[El% | A FR Grade | #F TR | Grade | Al 5 Grade
%" S 3 il N 3” ke BN 3”
3 222 18 ! 215 1 0 221 o 0
(8.1) (0.5) (1.9) ) (10.9) )
4 218 30 0 212 a 2 220 52 0
(13.8) ) (12.7) | (0.9 (14.5) )
1 295 93 0 917 102 0 o1 100 1
a3 | @ o | O (14.6) | (0.4)
W | . 9 0 - 90 0 17 0
gl S| P wo | o | Flan] o | B || o
FS 3 222 %8 0 215 7 0 221 76 0
n @1 | O GLo) | O 6Ly | @
56 0 . 67 0 57 0
P ey o | e 0| ] we | o
1 225 ol ! 217 o ! 224 % !
(21.1) (1.3) (24.9) | (0.5 (26.3) (1.8)
5| . 58 3 . 58 3 71 1
wl PP o ey | P o an | B @ | s
* 3 222 o ! 215 60 2 221 i 0
% 5.7 | (0.5) @19 | 0.9 19.9 |
4 218 49 2 212 5 ! 220 o1 2
(22.5) (0.9) (25.0) 0.5 21.7) 0.9)
1 225 2 0 217 a 0 224 2 0
(9.8) ) 9.7 ) (12.9) )
2 223 1 ! 215 3 3 222 1 3
;E (20.2) (1.8) (18.1) (1.4) (21.2) (1.4)
o , - 34 1 - 33 2 . 1 2
(15.3) (0.5) (15.3) | (0.9 (19.9) (0.9)
4 918 93 14 212 81 17 990 87 10
(42.7) (6.4) (38.2) (8) (39.5) (4.5)

a) T HRE X0 R L 7=

b) EAEEEAS [HE] & LTHE ShHg

AR, IR . REBSTenz B 5

TESHERALISSR « a0 B & BHIR S 5

BAEGE © BFEOEL

REIRSGN < 585 0 B ETHENCBEL (UG &R &7 < 22 21F & OMHRIRAE  (FEIREIN)
2L AN FAN AN |}

37.5CLL b, 38.9°ClE~40. 0COYE I, BEIEENEE (Grade 3) & L7z, iz, L
DIERBINHIZA0CH R Z D IEANE U T,

o IR ¢ (R EEPEIAS BRI REAIE | 256 B R TR 3L & A %
GoPERMERRAE & L C, MIEleEL » A % O IgGHUARREO. 35ug/mL (X
X O BIEREE) WO BIRENTWAD, A% KL FHERL
7o & E OYElsREE % K QMBI O TeCHUARIR EE S BUEHICE Lz
BERBINE OEIA 1L, I H60. 2~100. 0% K% M1, 7~100. 0% T &
ol (RIZROFEI), Fiz, FIEsefEdk Rk OBINGER 0O 4 fiEi
WX 516 GMCIE. FNEN0.42pg/ml (f7ERI6B) ~6. 77ug/mL
(fn3E % 158) . 0. 97pg/mL (MfyEY3) ~18. 45pg/ml (IM3ERI15B) D
#HHHTHH-7Y,

F12 ARH (B TR L <IIFANEAE) XX 13vPnC FHEEFE DY)
[B1 5695 1% | I 2 ER B LB OO T gGHU AR IR BE S SR O FR E MR ICE L
ToIBBRBINE OEIA (%)

AL L7 LeGHUIRIRIE I L IR s O #IAY AFNEL FHER L O

; %) (95%C1) 13vPnCH FHEFEIC 35
Jukicpi
FoEEDE (6)
AR TR | AFBANER | 13vPnCE T HAE (95%CT)
i 5

. 97.7 92.0 99.1 -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)
5 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)

FRNTHUE LT [gGHUR IR 1 LI R BN OFIE" ARF Bz T HERR K OY
T (%) (95%CI) 13vPnCR FHEFEIC 35
- - - T oEEDE %)
ARF Bz T HERR AAIFHANEERE | 13vPnCH FHERE (95%C1)
95.9 93.0 98. 6 -2.7
9V
(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)
18c 96. 8 94.8 99. 1 -2.3
(93.6, 98.7) (90.9, 97.4) (96.8, 99.9) (-5.6, 0.5)
99.5 99. 1 99.5 0.0
19A
(97.5, 100.0) (96.6, 99.9) (97.5, 100.0) (2.1, 2.1)
198 100. 0 100. 0 100. 0 0.0
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.7, 1.7)
. 89. 6 88.7 93.6 -4.0
23F
(84.8, 93.3) (83.7, 92.6) (89.6, 96.5) (-9.5, 1.2)
BER TRt
g 99.5 99. 5 0.9 5.9"
(97.5, 100.0) (97.4, 100.0) (0.1, 3.3) (3.0, 10.0)
60. 2 59. 6 1.8 -33.5"
10A
53. 4, . b2.7, . .5, 4. -40.7, -26.
(53.4, 66.7) (52.7, 66.3) (0.5, 4.6) (-40.7, -26.2)
- 100. 0 100. 0 2.7 6.4"
(98.3, 100.0) (98.3, 100.0) (1.0, 5.8) (3.8, 10.4)
. 74.7 74.6 0.9 -19.0"
12F
(68.4, 80.3) (68.3, 80.3) 0.1, 3.2) (-25.7, -12.5)
158 99. 1 98.6 8.2 5.5"
(96.8, 99.9) (95.9, 99.7) (4.9, 12.6) (2.2, 9.6)
o 100. 0 100. 0 0.9 6.4"
(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 : fEHEX

a

b,

) AT U 72 LGRS 2% M R 51 %k L U0, 23pg/mLEA b, 1 iseBiz sk L T
0. 10pg/mLEL b=, M RI19AIZS L CiE0. 12pg/mLEL k& L ZR LSO ARFNZE D i
BT L CIR0. 35ug/mLEL BIZiE L2 B8RS I OFlS

SN RNZ K U CiE13vPnCRE FHEERERE T o0 L LG R O SR BUE U 7= TeGHUAR I EE I
B LIRS INE 0BG D 5 B MiER3 % BRI b IRVME  (MI57HI23F, 93.6%) ZH
A OFEROCIOF M Lz,

K13 AH| (B FHRCE L IZMAPIEERE) XUT13vPnCR TR DB

NG 2% |2 i 9 BRI M IF M D TeG AR EE AN TR O BLE I L
iR ZInE ORE (%)

FRICHE Lz [GHUIRIR IS I 7 L B O FIAY ES AR i Va0
g (%) (95%C1) 13vPnCEL FEEREICHS
T ] - I BEE 0%
AHEL FHRE | AFIFHAPNEERE | 13vPnCR TR @) (95%C1)
F i fn 3757
1 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)
4 100.0 100.0 100. 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)
o 100. 0 100. 0 100.0 0.0
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (1.7, 1.7)
6B 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)
" 99.1 100. 0 99.5 0.5
(96.7, 99.9) (98.3, 100.0) (97.5, 100.0) (-2.9, L.7)
I8¢ 99.5 100.0 100.0 0.5
(97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
19 100.0 100.0 100.0 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)
BN




FHICHUE L7 LGk 12 L s R B N o fI A ARHN BT B O
[ (%) (95%CI) 13vPnCEZ FHEFEIC 35
" - - ] aEoR
NG a2 A7 P N BERR 13vPnCRz T #EFE (%) (95%CT)
g 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 -0.5"
(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)
Lop 98.2 98.6 0.0 -1.4°
(95.3, 99.5) (95.9, 99.7) (0.0, 1.7) (-4.2, 0.9)
- 100. 0 100. 0 8.6 0.5
(98.3, 100.0) (98.3, 100.0) (5.3, 13.2) (-1.3, 2.5)
oo 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 : fEHXH

a) FANCHE L7 TGRS 23 i A5 12 % L Ci%0. 23ug/mLLA b, 1 iEEI6BIC%E L Tl
0.10 pg/mLLA b, MERII9AIZ 6 L TIE0. 12pg/mLLh B & L, ZRUSOARANCE LN D
MERIT R L TI0. 35pg/mLEL_EIC5E L= iRBR BN O 5

b) HEEARAT

) BNMMLIERNZ % U T 13vPnCR FHEFERE T o0 Il MG AL o SR BUE U 7= TeGHUAR B FE 1
B LIRS IMEOFIG O 5 b, M3 A RV i b IROME (i fifE14, 99.5%) A F
B DR OCIOFHIZHER L=,

17.1.5 S EMAEEER (B74710115KE8R)

125 Al O EFEILL R 199761 [AHIF; A PIEERERE © 100441,
13vPnC (RHHRD 7 F ) A NEERERE « 99361] % x5l A 21k
T HERE FHIEE R A i LT,

BT BV TAHFIIE13vPnCD4-0. bmL % 3H4la] (FlEIE & LT3
[B], EANSasE & UCLE) AEAPNEERE L 72Y, S IRBRIRBRERT H [
(BN HA2Et), BFHERCEVRIFSOREHRRAZFML, =
TR RISOS OFBURDL (FREAR KL CGrade 3) FXRM4DOLEEBY TH
STz, RFTORIBUSITHERESZ1~28  (FRE) (3B L., Frgim
IX1~28 (PRl Thotz, £, 2EVEORIKS TR 1~2
A (hfl) (oL, Bsliflizi~3a (hifl) Th-o7?,

K14 FRRIBOE DFEBLRDL

B GEBEIA [%])

. AR P PN BERR 13vPnCAs; PP HERE
[ | R =4 " A =3 0
g | e | T e | ap | Odd
253 240
1 993 0 974 0
(25. 5) (24.6)
218 244
2 940 i 0 924 0
(23.2) (26.4)
232 245
3 914 0 901 0
(25.4) (27.2)
4 826 194 0 815 27 0
(23.5) (26. 6)
1 993 163 ! 974 183 0
(16.4) 0.1) (18.8)
2 940 116 0 924 160 0
(15. 5) (17.3)
ik 156 59
3 914 0 901 ! !
(17.1) (17.6) (0.1)
4 826 123 0 815 il 0
(14.9) (17.3)
1 993 488 ! 974 441 0
(49.1) 0.1) (45.3)
2 940 414 0 924 38 0
PRSI (44.0) (41.7)
i 353 351
3 914 0 901 0
(38.6) (39.0)
4 826 295 s 815 292 0
(35.7) (0.4) (35.8)
. 093 242 2 o7 233 3
(24.4) (0.2) (23.9) (0.3)
248 2 217 5
e I I ) ©.2) 9201 (3.5 ©.5)
188 4 202 3
e ) (0.4) WLy | @)

EB (BBES [%])
- AU N HERR 13vPnCHl N R
i
B i £ W B2 L= w
pa | e | T | e | e | 0
) a6 205 3 815 205 6
(24.8) (0.4) (25.2) (0.7)
, 093 667 9 - 643 11
(67.2) (0.9) (66. 0) (1.1)
) 010 514 7 004 514 8
- (54.7) (0.7) (55.6) (0.9)
L
. 403 5 397 8
S I B PV) ©.5) WL ©.9)
) a6 326 5 815 322 5
(39.5) (0.6) (39.5) (0.6)
704 45 698 38
L 9 (70.9) (4.5) om L) 3.9
y 010 673 38 004 636 39
JR— (71.6) (4. 0) (68. 8) (4.2)
5 ot 589 16 001 568 20
(64. 4) (1.8) (63.0) (2.2)
. a6 504 22 815 498 11
(61.0) (2.7 (61.1) (1.3)
. 903 102 7 - 73 3
) (10. 3) (0.7) (7.5) (0.3)
9 940 163 21 924 151 20
- ’ (17.3) (2.2) (16.3) (2.2)
o X ol 115 13 901 123 17
(12.6) (1.4) (13.7) (1.9)
4 396 120 22 315 114 24
(14.5) 2.7) ’ (14.0) (2.9)
a) B HEEX VA L7 filk

b)

c

BAEEN [HE] L L TRESNEFR

FEAR, MR RERTenZ 2 5

SR  BEOB & BHIRSh D

BRHGR : RFOER

RSN < 5@ o0 B ETEECBL (BUE) ZRE 7L 72513 8 OFIRIKRAE (MEIREN)
SHRNENE « DLE IR FE AV IRRE

38.0CLLE, 38.9°ClEI~10.0°COHAIT, HIEENTELE (Grade 3) & L7z, Fiz, KA
PERERETOH. 13vPnCHERERE CLBIDIRBRBINE IZA0°C & B 2 D BN £ Uiz,

SR < AR IR 2% BRI RRYLE |2 5 B e TR B & MBS 5
S FEMEFRIE & UC, #IEISaEE L » H#% O TgGHi A 0. 35ug/mL
CU S OBIMERE) AWHON SR ENTWD", AHlZ L
7= & Z ORI K ONBINGE % O TgCHUR IR E AN BUEMIZEL
IR BINE OEIEIL, 52, 1~98. 3% & 73, 6~99. 9% TH
o7z (RIBKOVFEKIL), Fio. HEIRHER K ONBINGGRE R O LG
BN 5 1g6 GMCIE, 0. 36pg/mL (MLiETE3) ~4. 40pg/mL
(%L 158) . 0. 56pg/mL (MIETI3) ~12. 59ng/mL (IM{EHI15B) @
HWHETH-T1-Y,

F15  AHI N EERE X 13vPnCR P N EERE O M) B 50 22 7% (il A BR i

ML D TgGHLARE B AS FRTOFEMEITE LI IGBRBMNE OFIE
(%)

FANCHE U7 IgCHURI LI L7 IRIRBINE O | AHIG AN O
— FAY (6 (95%CT) 13vPnCH AP BERRIC
o — B B DHAO%
AHN G P PR 13vPnCj PN BERR %) (95%C1)
H 3 i 7R
. 79.8 88. 4 -8.6
(76.9, 82.5) (86.0, 90.5) (-12.1, -5.1)
5 52. 1 67.6 -16.5
(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)
s 82.5 86. 8 -4.3
(79.7, 85.0) (84.2, 89.1) (-7.8, -0.8)
o 93.5 95.9 -2.4
(91.6, 95.1) (94.3, 97.2) (-4.6, -0.2)
o 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)




PN BIE U 7o TgCHUARIEE 12 L= 1RSI 0 | A N R R OY FRNTBUE U 7o TgCHUARI R I L2 TR BN 0 | AT A PR B OY
. FAEY (%) (95%CI) 13vPnCHi PINHEREIC L FEY (%) (95%C) 13vPnCHi P NHEREIC
b B
e o B HEIGOE o , o B LEIGOE
ARFH T A PR 13vPnCH I HERT %) (95%CT) ARF T3 A PR 13vPnCih PP HEAR o) (O5%CI)
u 93.4 94.1 -0.8 LA 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)
18c 92.6 93.1 -0.6 LoF 95.2 0.3 -1.9”
(90.6, 94.2) (91.2, 94.8) (-3.1, 1.9) (93.5, 96.6) 0.0, 1.0) (-4.0, 0.0)
Lo 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)
LoF 96.9 96. 6 0.2 oo 99. 6 1.5 2.4”
(95.5, 98.0) (95.1, 97.8) (-1.5, 2.0) (98.8, 99.9) 0.7, 2.6) (1.3, 3.9)
77.9 85.5 -7.6 ’ 99. 5 1.7 2.3"
231 (74.9, 80.7) (82.9, 87.9) (-11.4, -3.9) 33 (98.6, 99.9) 0.9, 3.0) (1.1, 3.8)
SE LR CI : fEHEXH
a) HRTCHLE U 72 TeGHUIAR ML FE 23 B A5 1% L CI0. 23pg/mL 2k b, M AL6BIC % L Tl
8 96. 8 85.5 11.2” 0. 10pg/mLEA b, AL 19AISS L CI0. 12ng/mLEL B & L, ZR LA ORANSE £h 5 il
(95.3, 97.9) (82.9, 87.9) (8.6, 14.0) TR L T30, 35ug/mLLL FIZ5E L2 IRBRBINE OBIE&
82.9 85.5 3.3 b) EANILIER Tk L T2 13vPnCREE C o 2 MR O AN BUE U 7= LeCHUARIREE (T3E L iR
10A (79.5, 84.8) (82.9, 87.9) (-6.9, 0.3) RBIMNEDEED S 5 MIEH3 % B2k BIRVE (ISR, 97.2%) Z#EDEKRT
CIDFHICHEM L7z,
A 92.7 85.5 7.1”
90.7, 94. 82.9, 87.9 4.2, 10.2 [
( 4.4) ( ) ( 1‘)) 18, ZmpyEm
67.5 85.5 -18.1"
12x (64.2, 70.6) (82.9, 87.9) (-22.1, -14.0) 18.1 1R
08,2 5.5 P AANE, Fx VT 5 2RI HTH % CRM gl TG & L 72 20F8H O 3%
158 (97.0, 99.0) (82.9, 87.9) (10.2, 15.4) IO REREFNER ) v h T4 REEHETDH, ARIOBERIZL Y,
ooF 9.3 85.5 128" WYY o BT A R 5 TR S5 B OIS 28
(97.2, 99.1) (82.9, 87.9) (10.3, 1)54 5) S AN, FEA SN AIRE I C KT A AT Y =, Bl
86.7 85.5 1.1 L N e T 5 Yy _
o 1o 5 o) o s o Cosa PR OV PR 2 L IR BRI O TRAIC 5 59 5. %

CI : {EHEIXH

a) FANCHE L7z TGS 23 i A5 12 % L Ci%0. 23ug/mLLA b, i BI6BIC %t L Tl
0. 10pg/mLEL E. MfERI19ALZ 5 L CIE0. 12ng/mLLL B & L, ZHLBOARFNZE £ 5 1
RN L TIK0. 35ug/mLEA EICHEE Lo iR S INE OFI&

b) BN ISR TS LTI 13vPnCREC o0 i M R O F AN BUE U7z LeCHURIRE I3 LT1R
BEIMEORIGO S B, MIFEM3A ROz bARE (IER123F, 85.5%) & HIGDEK
OCIOFEHNAEF L=,

F16  AHI P ARSI 313vPnCR I PN BERE O 1B IS0 02 1 |2 il 28 BR T

1358 O TeGHUIARTR EE D3 FRIT O BUE LIS I L 72 IS INE OFI&
(%)

FRNCHE U7 TeCHURIREEISE L7 IBIRBINE O | AFI AN R O
e EIEY () (95%CI) 13vPnCHH I EERE L
e i} - BIHEEDE
ARF A PN AR 13vPnCHl A PN RERR (%) (95%CI)
S i R
. 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, 176.8) (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)
5 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)
I8¢ 98.9 98.7 0.3
(97.9, 99.5) (97.5, 99.4) (-0.9, 1.5)
194 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)
BEVII kgl
g 99.5 4.7 2.3"
(98.6, 99.9) (3.3, 6.5) (1.1, 3.8)
L0 97.7 2.0 0.6"
(96.4, 98.7) (1.1, 3.3) (-1.1, 2.3)

7o AEYV —BHADREAEZFHE TS 2 LIk, MR Tk
BRERIEE R S AW,

20. EkLEDEE
DU VIIKEG MR ET DL, YU VR TTRE LY
B P OB PR LIS K RDBETNNRH D,

21, AEBEH
Y 2 7 EHEE E RED B, WONCERT D L,

22. ax
1¥Y >y 0.5mL 1A

*23. EEM

D NEAMREKED 7 F o ROt 7V 7 F U HEROERICONTO
QA (EAEITBE EFRDHEIEIVER, EIER MR R
https://www. mhlw. go. jp/stf/houdou/2r98520000016yw1. html

2) AENEE 7L — KRB AN S IR (4 — 7
B, HSCT# % 1F7=3. 6115A1-300375%)

3)  HEPNEEL : [EBREF S TFRRER (BT471009588k)

4)  FENEE  VESMEIIRERRER (B74710073R) #HBhE K}

5) AENEE . 7L — KRB E NS IR (—7
BR. RPEFREE. B18511723K5R)

6) [EPNEEIIHHRER (BT4710163805k) (20244E3 11 26 H &7
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) VEAMEIIFAFABR (B7471011546%) (2024423 7 26 H &R
CTD2.7.3.2)

9) AEPNEE MBSV EIAEER (B74710113%08R) #Bh &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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7 7 A st
FOLAR B KA 2 KR3-22-7

RERGR PR

10



