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OPA GMT (95%CI)
T
1 Al e
(= — b2 : 50~595%) (zA— R 1 : 60~645%)
S 1.y 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)
19A 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)
BEYI kgl
8 486.9 (400.6, 591.9) 502.3 (442.8, 569.8)
10A 2520. 4 (2076.0, 3060.0) 2437.0 (2149.8, 2762.5)
11A 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 : fRHEIXH

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)
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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)
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BUCTRI 5 U X 7 I8 & 2 5 20601 % %2 uiﬁi\ 14 0.335 7.769 23.161 (17.179, 31.227)
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TR IR < AR BRI A BRI YE | 63 2 Y T RE 2 3 & AR5
GoPE IR MEFRAE & UC, #IElaEL » A % D IgCHuARE0. 35ug/mL (X
IXRSE OBERIE) AWHOD IR SN TWDY, Afl 2R FHfE L
7o & Z OWEleEE K QMBI % O TeGHUARIR EE A BUEHIZE Lz
TRBRBINE OEIEIL, T H60. 2~100. 0% 91, 7~100. 0% T
ol (RIZROFEI), =, FIE%fEtk kOB O£ MiFm
W9 516 GMCIE, ZHZN0. 42ug/ml (IM{ERIEB) ~6. T7ug/nL
(fnyE%158) . 0. 97ng/mL (ifyEHY3) ~18. 45pg/ml (If3E%L15B) D
#HEHTHH72Y,

12 AF (R TERE L EAREERE) UL 13vPnCE THEMOT)]

[ 62 1 | it 2% BR A L35 28 D TG R AR FE 28 i DA E MBI 3 L
iREInE oflE ()

ERNCHE LT TgCHUR IR 13 LI AR BN OEIA” AF B T AR K O

e (%) (95%C1) 13vPnCEz FHEFELZ 35
JiiREEEiT)
FoEEDE ()
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)

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 U 72 TeGHU IR FE 28 M 158612 5% L IR0, 23ng/mLEL b, (i BL6BIC % L Tl
0. 10pg/mLEA F, MiERLI9AICKS LCI0. 12pg/mLLA k& L, ZR LSO ARANE 25 il
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 HUAE U 72 TeGHii e e 12
HELZIRBRBNE 0BG O 5 b, MIER3% RO B b ARUME (MiE82sF, 93.6%) %%
BOFERKOCIOHE I LT,

13 AK (R TERE L IIMRAERE) UX13vPnCE THEM OB

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

WRIICHE LI LeCHURIRIEIC 1 L 1B BB IE OFIG” ARH BT BRI R OF
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 R B 0 FI A ES a2 9 Qo)
e (%) (95%CT) 13vPnCR FHERTIZ IS
A - A - - FBEG D2
KU THERL | AFUBRNEERL | 13vPaCRFHERR | (osucD)
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 TR i 23 i B 512 % L Ci%0. 23ug/mLLA b, g BI6BI%h LTl
0.10 pg/mLEA b, MiFR19AIZ% L TIR0. 12pg/nlll B & L, FRLSOAFIZ G END
MENT % L Ci0. 35ug/mLEL BT L7 BBRBINFH OFEIA

b) HE AT

) BN AN U C I 13vPnCE F EERIRE C o> & M3 oo oo e U 7= TeGHURIE R 1
BELIBBREBME 0BG O S 6, MIEM3Z R 2 bRV VE (%14, 99.5%) %%
BOEKROCIORHIZHER LTz,

17.1.5 BV EMAHER (B74710115K8%)

b2 A OEFEILL V199761 TAFIFS AN BERERE © 100441,
13vPnC (XD 7 F ) A AINEERERE « 99361] % %t 4l SEAE 21k
CHERE SFHIEE RS A i L7,
KRBV TARAI L 13vPnCO 0. bml % FH4[a] (FEIsaRe & LT3
[, B s LCLm) AFRNERE L72Y, S IaBRasEEmisT B W
(AN B2 ET), BFHECEVRIFUSOFEHRRRAZFTML, =
REIRISOFBURGL (FR A K UGrade 3) [ ERUDOLERY TH
ST, BFFORIIG I HERERI~20 (PfE) (T L. Hitif
F1~2H (FHR{E) Thotz, £, EHMORIRGCITEREEG1~2
A (hdefl) B L, FrscifliZi~3a (hdfE) <Tho7z?,

K14 FRREIBUEDFEBLIRDL

FEBIE GEBEIS %)
- AT P PSR 13vPnCfif; I HE R
[E | AFE =g " Bl H4 "
pse | e | T e | ap | Gded
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 2145 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)

FEEBE (BBES %)
srl ARFI 75 P PR 13vPnCHj A NHEFE
% AT = 5 FHAT L3 5
% i ik Grade 3” e 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, 13vPnCEERRRE CLEIOIRBRBINF 1Z40C A M2 2 AN A U,

SRR« AR BRI A BRBE RE (63 2 e TR L L FRRE T 5
B FMEREAE & L C, WIS L 5 A% O TeGHUA R EE0. 35ug/mL
CUIRSOBIEME) 2WHOBIBRENTVDY, AHI ML
7o & & OWIEIGE % K OB IS5 % O LgCHU AR R B S HLEME I 2 L
TIRBRSINE OEIGIEL, T EN52. 1~98. 3% &% 73, 6~99. 9% TH
o7z (RIBKRUVFELE), iz, WIEIGEH & OB % O MG
%4 5 1g6 GMCIE, ENZH0. 36pg/mL (IM{ERI3) ~4. 40pg/mL
(M yEHL158B) . 0. 56pg/mL (IiERI3) ~12. 59pg/ml (MiERL15B) @
#HHHTH-72Y,

Fe15  AHI 5 P PSRRI 13vPnCAT P R 0 1) [E] i 18 7% L2 i 4 BR 1A
IR O TgCHUARNR I DS HRTO M EMIZE LIRS INE OEIE
(%)

PR HUE LT LgGHUARIREE (5 L2 TRBRBINE O | AREIFH A NEER 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 B 33 LIZIRBRBINE O | AHIAT A BRI 0
e EIEY () (95%CT) 13vPnCA A N HERTLC b FIEY ) (95%CT) 13vPnCA PN BERRLZ
Y Y
- B HEEDE 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) RIS HLE U 72 TeGHUARHE FE 23 il 512 % L TI0. 23ng/mLEk b, M RL6BIZ % L Tid
s 96. 8 85.5 11.2” 0. 10pg/mLEA k. MIEELI9AITKE L CIX0. 12pg/mLEL & L, ZRUSOARFNCE £ i
(95.3, 97.9) (82.9, 87.9) (8.6, 14.0) RN & L CIX0. 35ug/mLEA EIZ5E L7 iRBRBINE OFIE
82,2 5.5 ) b) GBSk U ClE13vPnCRE C oD 3 ML B O F AT BIE U 7 IeCHUAR B 123 L 721R
10A (79.5, 84.8) (82.9, 87.9) (-6.9, 0.3) BRBMEOFED S B, MIFA3E RO B IROE (TR, 97.2%) ZHIGOER Y
CIDF I Lz,
A 92.7 85.5 7.1”
(90.7, 94.4) (82.9, 87.9) (4.2, 10.2) 18, maE
. . 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 5.5 7 RANT, F v VT X R HTH DRl Sl & L 72 20/ O i
158 (97.0, 99.0) (82.9, 87.9) (10.2, 15.4) BOMRERFRERY > T4 NGRS D, RRIOBEMIZED,
22r 9.3 5.5 12.8" WYY BT A RIZHET B THINBRAFE O 5% I K ORI & 7
ors 90 SR s 159 BRSNS BRI 54 Y =1k, AR
86.7 85.5 11" Ltk N 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 TeGHi i 23 il B 512 % L Ci%0. 23ug/mLLA b, g BI6BIc%h LTl
0. 10pg/mLEA . MiERLI9AICK LCI0. 12pg/mLLA k& L, ZR LS OARANE 25 i
TR L CIR0. 35ug/mLEk BIC i L7 IBBRB N OFIS

b) EANMLIEA TSk U ClE13vPnCRE C oD 3 ML B O F AT BUE U 7 LeCHUAR B 123 L 721R
BSIMEOEIGO 5 b, MIFEM3% Rz bARVVE (IERI23F, 85.5%) Z&HIGDHEK
OCIOFEHNTAE T L7,

FK16  AHI P N ST 13vPnCHT; ) PN BERE O B N 50058 1 | il 28 BR A
M2 O TG AR FE 23 SR O BUE IS 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)

Jo. AFEV—BMMROEAZFET L LIk MRERE I
B RniE A RS S 510,

20. R EDEE
VY VARSI CRE T DL, VY VR TTRE LI
B FRP OB EE LI K RDBEAND S,

21, EBEH
IR ) A 2 BRI RO b, MO IHT S T b,

22. @%%k
13U >y 0.6mL 1A

*23. EFEXH

D NRAMERERED 7 F o ke 7T 07 F oD ROV TO
QA (EAEIBE EFRRMEIEIER. EIHA R L2 R
https://www. mhlw. go. jp/stf/houdou/2r98520000016ywl. html

2) FENEE . 7L — IR MR SN S IR (F—7 v
Bk, HSCTA=Z1F 7=, 6115A1-30037KH5%)

3)  HNEEL : EERL B IAHRER (B747100975k)

4)  ARNER  WEAME IR (BT47100730R) fHBLE R

5) FWNEEL . 7 LA S IR MR E NS IR (F—7 i
BR. AEeFiE . 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 7&K
CTD2.7.3.2)

9) LR : MBS IAHAER (BT471011508Rk) 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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25. RIRFGFT LDIEE
ARANERBRAG AT O G & 72 b 70y CGRAMEHERIGED o

26. REHRGTEESE

26.1 EER5ET
7 7 A4 VA att
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