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(17.6) (17.9)
g 4 48/710 (6.8) [0/710 (-) 56/710 (7.9) [0/710 (-)
a4, 5 1/710 (0.1)  [0/710 (-) 4/710 (0.6) |1/710 (0.1)

BERREIBCE 1, B/ FROIEC EBEA (%)),

MU BT R K ) I L 2B, K7 EERES T &
LClREG S nAFR (Fk, EIE : REFM10cmE 2 5, F41
O, BT, SR, AW, PSR : BENSEIZ 4515 5),
K3 ARHIN 3 13vPnCIERRR 10 HRREA, 4 A1
13vPnCHERERT H RIEE, 75 : 38.0°CLL L, 38.9°CH#E~40.0°C
DL, FREEENEE (Grade3) & L7z, 40.0°C% A 2%

BOME T Do 72
@FEFRME « AR Ao RIMER IS 24 7Y = v
LB RGN (OPA) HMELFUAEM (GMT) 1250 (MiEHE3)
~6,675 (If7EM33F) O HifH
(A, 13vPnCXI3PPSV23H:fdit41 » AR D OPA GMT)

ik EN] 13vPnC PPSV23
Fm i 57
1 207 (177, 242) [267 (229, 311)
3 50 (45, 55) 56 (50, 62)
4 813 (696, 949) [1,029 (881,
1,202)
5 96 (82, 112) 125 (107, 145)
6A 1,286 (1,088, 1,475 (1,249,
1,520) 1,742)
6B 1,399 (1,196, 1,537 (1,314,
1,637) 1,798)
7F 1,735 (1,578, 2,076 (1,889,
1,907) 2,282)
9V 1,467 (1,285, 1,663 (1,459,
1,674) 1,895)
14 704 (602, 824) |647 (554, 756)
18C 1,325 (1,142, 1,826 (1,575,
1,538) 2,117)
19A 864 (750, 994) |1,172 (1,018,
1,349)
19F 365 (310, 431) [574 (487, 676)
23F 290 (239, 351) (361 (298, 437)
B I 5
3 561 (490, 642) 971 (850,
1,110)
10A 1,661 (1,422, 777 (667, 906)
1,939)
11A 3,331 (2,834, 1,933 (1,644,
3,913) 2,274)
12F 3,543 (2,976, 2,104 (1,766,
4,217) 2,507)
158 1,265 (1,039, 593 (487, 723)
1,539)
22F 2,818 (2,345, 1,737 (1,445,
3,388) 2,089)
33F 6,675 (5,751, 5,853 (5,046,
7,748) 6,788)

() 95% (S HXTH]

s IAH

ER (B7471007:38% : KER MR Y 2 —F V) :

HRERE Y 2 F v EERED 7 W 185 L o kA % 3,902(] [ =
— 11 : 605 LA LD A3,00961 (AH/ AP SR 1,514

i, 13vPnC/PPSV23 (WIB7 2 F ) # : 1,495(),

a7k —

k2 1 50~595% DA 44505 CURFIHE : 33461, 13vPnC (HEY

75 ) 11141,

aFk— b3 18~49m DK AN4486] (A

#I 1 33661, 13vPnC GNEEY 7 Fv) B : 11261)] %3R4
BRI VR A B E R S H IEE GG R & i, A
Ercl, 60kl (2dh— 1) DBERSINE AKX

13vPnCOZ0.5mL% FAPNERE L (R, BE1#%28~42H
I AEB AR Y AZPPSV23D %0 5mL % i NN IERE (357E2) i
DRI R R etE F NGk, £ 72, 50~59m% (=
—}2) RU18~495% (=+—+3) DREBSINE ICAHIXIZ
13vPnC D %0.5mL % 7 A N BERERE O S M i Ok et % 2 h
Z NEHl, FEAMFTRE SR SR o 5 B, EEE 7 i 48 BRI
FED Y A7 RTF & LCHYE (12.8%), BHCIIERE

(56.3%), WHEEETBEMZEER (8.5%), BHHEE

(0.4%) KUWERAE (13.9%) REBEGENSZ @Dat—t



1:60m A (D)FBETAFI I 13vPnC D K0.5mL % i A N %
B D %10AM (BRrols) Xix7AM (8o
FOG) (WIENbEELYHA2 &), ETHEIC X EIRIGOIR
WAL, EafltoRERT (FEREEKLPGrade 3) 1%
RED LBV, FFORIKIGITE/m%EI~25H (Pl ¥
BU, Feefilizi~28 (hefd), Hic, 2aM%oRIRIGI
PR 1~3H (hofl) R L, FHFEMkIIZ1~20 (hk
i)

AFHl/ A/ 13vPnC/ 13vPnC/
ety | EERAR PPSV23 PPSV23
TRk Grade 3%2 FRek | Grade 352
%3 110/1,505 12/1,505 (0.8)[92/1,483 (6.2)3/1,483
(7.3) (0.2)
g3 113/1,505 5/1,505 (0.3) [118/1,483 4/1,483
(7.5) (8.0) (0.3)
FESHERAR R |834/1,505 3/1,505 (0.2) |803/1,483 5/1,483
X3 (55.4) (54.1) (0.3)
g K4 454/1,505 18/1,505 (1.2) [455/1,483 18/1,483
(30.2) (30.7) (1.2)
s 4 324/1,505 10/1,505 (0.7) [345/1,483 5/1,483
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2,822.3)
12F 2,538.7 (2,255.3, 1,716.6
2,857.7) (1,521.8,
1,936.3)
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2,751.2) 881.9)
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5,698.0) (3,356.2,
4,124.6)

() : 95% (S A X [H]

@a®w—1+2:50~59% (DEFETARFINIZ13vPnC% %£0.5mL
AN EEREZLI0BRH (RFToRIRKIG) Xix7HH (&5
FOG) (WINLEELYHAET), ETHEIC X EIRIGCOIR
WEFHE L, FaBIRISOFFRIL (FEREE K I Grade 3) 1%
RED LBV, RFTORIKIG T EEELI~25H (PRl ¥
BU, Fefefifizli~2.58 (hRff), 7, 2EMH0RIREI
PR 1~50 (houfl) WKL, FFEMRIZ1~30 (hk
it

AH Sl 13vPnC 13vPnC
HRLME Grade 3>:<2 HRLM Grade 3>:<2
K3 27/331 (8.2) [1/331 (0.3) |6/111 (5.4) [0/111
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DIRBRSINE ICA0°CH B 2 2 FEDE L 7=
Q)SIZIRME © 2+ — F2OIEERSINE I BT 2 KFEMEEZL A
5 D & ML 4 3 OPA GMTI343.3 (IfLiE%13) ~6,416.9
(MiEF11A) o #ifH
(FBrat— it 5 A RHEME#L» HREOOPA GMT)



1
k=gl il (a+ j:?: 60~64
(24— 2 :50~595%)
%)

B2 ST g

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 1,203.9 (968.1, 1,497.1)(997.1 (866.5, 1,147.5)

6B 1,502.7 (1,228.2, 1,199.0 (1,054.3,
1,838.5) 1,363.4)

7F 1,047.0 (884.0, 1,240.2)(1,173.0 (1,052.9,

1,306.9)

9V 1,725.7 (1,424.4, 1,687.9 (1,493.7,
2,090.6) 1,907.3)

14 926.2 (761.8, 1,126.0) |742.3 (655.8, 840.2)

18C 1,805.0 (1,459.6, 1,355.2 (1,184.3,
2,232.2) 1,550.7)

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)

SEAII R

8 486.9 (400.6, 591.9)  |502.3 (442.8, 569.8)

10A 2,520.4 (2,076.0, 2,437.0 (2,149.8,
3,060.0) 2,762.5)

11A 6,416.9 (5,131.9, 5,248.9 (4,564.5,
8,023.6) 6,035.9)

12F 3,445.1 (2,807.8, 3,105.2 (2,722.7,
4,227.1) 3,541.4)

15B 3,355.9 (2,582.0, 2,873.7 (2,438.1,
4,361.8) 3,387.1)

22F 3,808.1 (2,998.2, 4,228.4 (3,629.6,
4,836.8) 4,926.0)

33F 5,571.3 (4,495.7, 5,445.2 (4,749.2,
6,904.2) 6,243.2)

() 2 95%f5HHIX[H

@z —F3:18~495% (D)FAHFCAFIX1213vPnCD%0.5mL
AN ERER 100 (BRToRIRIE) FTHR (8o
BIRIS) (WIndEFMLUHZEY), ETHFEC LV EIRIGD
Wi EFHE L, EARIRKIGOFKIIRT (FREMH K PGrade 3)
WBEREFEDOL B, FFTORIKICIEREEZI~2H (PRl ¥
WL, Fefciflizl~2H (fhfE), 72, 28%0RIKIGI
B 1~2H (PRflE) B L, Fclifiz1~38 (b
i)

ENG] AH 13vPnC 13vPnC
HR LM Grade 3>'.<2 HR LMk Grade 3>:<2
%ﬁXS 30/335 (9.0) |2/335 (0.6) 11/112 (9.8) [0/112
ﬂéﬂﬁm 39/335 (11.6) [0/335 14/112 (12.5) |0/112
HHRRAER  |272/335 1/335 (0.3) 92/112 (82.1) [1/112 (0.9)
%3 (81.2)
&%m 143/335 6/335 (1.8) 49/112 (43.8) [4/112 (3.6)
(42.7)
ﬁﬁﬁ%‘l 130/335 9/335 (2.7) 38/112 (33.9) [1/112 (0.9)
(38.8)
ﬁl’/ﬁﬁ%xl} 223/335 4/335 (1.2) 83/112 (74.1) |1/112 (0.9)
(66.6)
Bgﬁﬁ@X4 45/335 (13.4) [0/335 20/112 (17.9) |1/112 (0.9)
%;‘&%@l, 5 4/335 (1.2) 1/335 (0.3) 2/112 (1.8) 2/112 (1.8)

BRI 1AL, FEBIR/ FRIEIECT GeBlEe (%)),
M T BRI &0 P L 22 G, K2 Bt THE) L
LCHif S R Gk, IR : REA10em &2 5.

OISR, B, DR, MdE, BYETE : HEEEH R ),
K3 ARHI 13 13vPnCIERER 10 HFSTREA, 4 A9 1%
13vPnCERE%7 HEIZEM, 5 : 38.0°CLL L, 38.9°Cii~40.0°C
DA, EREENEE (Grade3) & L7, 40.0CRiBL 2%
BMOWE I 2D 7
Q) SEIRYE + 28— 3DWRBSINE < B 5 RFEAE%L 2 A
i o IR § %2 OPA GMTI342.1 (MiE#I3) ~7,976.9
(IMERI33F) D
(% a+— ek 2 KA %L » Ao OPA GMT)

1
&AL il (z+ —T?J: 60~64
(=224 — 3 : 18~495%)
%)

Sm iR

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 1,966.7 (1,599.5, 594.5 (522.9, 675.9)
2,418.3)

5 107.9 (89.4, 130.1) 96.9 (86.2, 109.0)

6A 3,930.5 (3,176.0, 1,022.8 (896.1,
4,864.4) 1,167.4)

6B 4,260.0 (3,461.3, 1,250.4 (1,102.3,
5,243.1) 1,418.4)

7F 1,872.8 (1,564.2, 1,187.2 (1,064.4,
2,242.4) 1,324.2)

9V 6,041.4 (4,962.5, 1,726.7 (1,529.2,
7,354.9) 1,949.7)

14 1,848.4 (1,514.7, 772.8 (684.7, 872.3)
2,255.7)

18C 4,460.5 (3,584.6, 1,395.3 (1,220.9,
5,550.4) 1,594.5)

19A 1,415.0 (1,181.8, 611.3 (547.8, 682.3)
1,694.2)

19F 654.8 (538.2, 796.8)  [301.2 (266.7, 340.1)

23F 1,559.2 (1,208.1, 324.5 (277.1, 380.1)
2,012.2)

eI R

S 867.0 (709.7, 1,059.2) |508.1 (448.8, 575.3)

10A 4,157.3 (3,410.9, 2,569.7 (2,274.0,
5,067.0) 2,903.7)

11A 7,169.3 (5,735.7, 5,419.7 (4,737.7,
8,961.1) 6,199.7)

12F 5,875.4 (4,719.8, 3,074.5 (2,697.9,
7,314.1) 3,503.7)

15B 4,601.0 (3,487.9, 3,019.0 (2,562.8,
6,069.4) 3,556.4)

22F 7,568.2 (5,927.4, 4,482.5 (3,862.7,
9,663.2) 5,201.8)

33F 7,976.9 (6,341.7, 5,693.2 (4,970.1,
10,033.7) 6,521.5)

() : 95% {5 HAE X [
OEMNEMHRER (% 1 7L XF—13KMEREE) © HREK
W7 27 F VIEREE D 7065k LA 65 A O Bl RERE 1T X B
BICHET 2 R 783GV EFEZ LN EE2060 % X[ RICH
B, JEEMEBRE Ei, 7L —13KMEE#EE (13vPnC) 1
[\]0.5mL% 1A NERE, VR 27, 1BEO0%EE, B8
B, OBMENER, BEREER, BERME, MO ER RS o
HelEE, HIVERY, EHHEIER %263 28 comE, o
e GEBMERER, MIPYERRE, R REAN 2R
B WAHEBRESE) s&Ens D) 18 65 A o £
BT, 13vPnCEEMZR 40N (RN HE&T) i<, BT
GEEHRED o O i, 98/14661 (67.1%) THE® &,



Fxdold, ER6/1456 (66.2%), MEAR17/136f
(12.5%), KUALBEL10/1356 (7.4%), F72, 2HEORIRIG
iz, 85/14501 (58.6%) THE»H LN, Fid o,
47/142451 (33.1%), FHIAR38/139%1 (27.3%), FEIA33/1414)
(23.4%), TH#i26/141 (18.4%) MK UBHANK19/138 (13.8%)
(2)65% LA E1SIR AR D EMRECIZ, 13vPnCEERERTHE (B
WHET) 1o, BT GEEERED oRIEIS 21, 43/5241
(82.7%) TE® LN, Ehd DI, EIH41/52(1 (78.8%),
JElR16/4761 (34.0%), K UKLBEL0/476] (21.3%), F7=, 4=
YPEORIRIE*4E, 31/5141 (60.8%) THD LN, Fhdo
X, JE5718/48f5 (37.5%), MiI15/49 (30.6%), FHSE
12/4901 (24.5%) TR ONFET/48 (14.6%). X1 : BEaZ g 2
BFHIEICTHE Lz d o, BEBEZ, FRIIGED R L
H1H [0 ] XixeH ThL] L8ELZBRRSNERE S
REE LCHM, R2 s E S ETHERC CHRE LD 0,
HEEEG1L, SRS ED R EDIH THY ] Xid&eH Tk
Ll RS LSz nfl e LCEE  ORE RN
13vPnCic & N 3 MiER IO WC, 13vPnClElEL» A% oD
OPA GMTR UNgG™ GMCIt, BT & ik L < LA L 7.

e IgGlxdirect Luminex immunoassay (dLIA) % F\>CHlE
(13vPnCo#£fli1 » A# D OPA GMT o i)

iR Befdinn, Beflith GMFR
1 10, 150 15.6 (12.33, 19.82)
3 11, 62 5.5 (4.59, 6.54)
4 18, 1,113 61.7 (42.80, 88.99)
5 16, 182 11.2 (8.69, 14.34)
6A 59, 2,050 34.7 (24.39, 49.44)
6B 74, 1,617 21.9 (15.71, 30.51)
7F 169, 2,035 12.1 (9.84, 14.76)
9V 204, 1,386 6.8 (5.36, 8.62)
14 133, 1,756 13.2 (9.63, 18.04)
18C 63, 1,675 26.7 (19.39, 36.86)
19A 38, 949 24.9 (19.05, 32.66)
19F 42, 1,107 26.6 (19.89, 35.63)
23F 14, 700 50.4 (35.70, 71.16)

() 1 95%(EHEX [, GMFR : {1y FRfER
(13vPnCo#fEL » H#% DIgG GMCo LK)
PEAERT, PRI

=
iR (ug/mL) GMFR
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)
7F 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)

() : 95%(SIEIX[H, GMFR : &V [ 75
O/ HRIREIC X 2 BEERIED T @ENEIHHK
B (B74710163805%) : A=1%2~6 7 Al O @ TS 66861 (A
Bz THRERE © 2266, 13vPnC GEE7 27 5 ) [ FERERY
22445, AFIFGAPERERE © 2186]) X RICEEAL_ETHR
EERIFERIEGBR L EE Q& AR IZ13vPnCo %
0.5mL7% Fh4[ (FIEGE L LT3[, @migge Lclm) £
BRI, SRR THE (BN S
te), BHEIC X Y EIRICOFKBIRN 25T L, FAREIKIGD
FHERI (HREEK VGrade 3) FRFD L BY, FHFORHIK
Jo BRI ~2H (FPOfiE) cHBL, Feclifizl~5H (h
Jfl), 72, 2HWEORIKISFEERLI~3H (PRfE) cF
B/, Feliilizli~28 (hkfE)

AAT HAI 13vPn
ARFI T e AFHfHA P 13vPnCEE CfiT
Befd Grade P Grade Thetl | R
FRAEM wo | B2k wo | B2k Grade
E E K2
R 176/225 10/225 (-) [81/217  |0/217 (-) [168/224 |0/224
(78.2) (37.3) (75.0) )
1707223 10/223 (-) [68/215 |0/215 (-) [187/222 |0/222
(76.2) (31.6) (84.2) (-)
175/222 10/222 (-) [68/215  |0/215 (-) [190/221 |0/221
(78.8) (31.6) (86.0) )
189/218 [1/218 69/212  [0/212 (-) |189/220 (1/220
(86.7) 0.5) (32.5) (85.9) (0.5)
i 154/225 [0/225 (-) [62/217  |0/217 (-) [148/224 |0/224
(68.4) (28.6) (66.1) )
153/223 10/223 (-) |56/215  |0/215 (-) |163/222 |0/222
(68.6) (26.0) (73.4) )
1537222 10/222 (-) [59/215 |0/215 (-) [166/221 |0/221
(68.9) (27.4) (75.1) )
175/218 [1/218 51/212  [0/212 (-) |171/220 [0/220
(80.3) (0.5) (24.1) (77.7) (©)
RIS |39/225  [0/225 (-) |35/217  |1/217 36/224  |0/224
(a2 (17.3) (16.1) (0.5) (16.1) (-)
37/223  |0/223 (-) [25/215  [0/215 (-) |38/222  |0/222
(16.6) (11.6) (17.1) )
32/222  |0/222 (-) |22/215  [1/215 35/221  |0/221
(14.4) (10.2) (0.5) (15.8) ()
46/218  [0/218 (-) |29/212  [0/212 (-) |49/220  [0/220
(21.1) (13.7) (22.3) )
frARGR  [12/225  10/225 (-) [14/217  |0/217 (-) |24/224  |1/224
(5.3) (6.5) (10.7) (0.4)
23/223  |0/223 (-) [21/215  [0/215 (-) |26/222  [0/222
(10.3) (9.8) 11.7) )
18/222  |1/222 17/215  |0/215 (-) (24/221  |0/221
(8.1 (0.5) (7.9) (10.9) )
30/218  [0/218 (-) |27/212  (2/212 32/220  [0/220
(13.8) (12.7) (0.9) (14.5) )
BERRRSA |93/225  [0/225 (-) |102/217 |0/217 (-) |100/224 [1/224
(41.3) 47.0) (44.6) (0.4)
96/223  [0/223 (-) |90/215  [0/215 (-) |117/222 (0/222
(43.0) (41.9) (52.7) )
58/222  |0/222 (-) [73/215  [0/215 (-) |76/221  |0/221
(26.1) (34.0) (34.4) )
56/218  [0/218 (-) |67/212  |0/212 (-) |57/220  [0/220

(25.7) (31.6) (25.9) )




SHE |61/225  |3/225 54/217  |1/217 59/224  |4/224
(27.1) (1.3) (24.9) 0.5) (26.3) (1.8)
58/223  [3/223 58/215  [3/215 71/222  |1/222
(26.0) (1.3) (27.0) (1.4) (32.0) 0.5)
57/222  |1/222 60/215  [2/215 44/221  |0/221
(25.7) (0.5) (27.9) (0.9) (19.9) )
49/218  [2/218 53/212  |1/212 61/220  [2/220
(22.5) (0.9) (25.0) (0.5) (27.7) 0.9

ga X3 [22/225 |0/225 () |21/217  |0/217 (-) |29/224  (0/224
(9.8) 9.7) (12.9) )
45/223  [4/223 39/215  [3/215 47/222  [3/222
(20.2) (1.8) (18.1) (1.4) (21.2) (1.4)
34/222  |1/222 33/215  [2/215 44/221  [2/221
(15.3) (0.5) (15.3) 0.9) (19.9) 0.9)
93/218  |14/218  [81/212  |17/212  [87/220  |10/220
(42.7) (6.4) (38.2) (8) (39.5) (4.5)

Bk v BEfEEE], 2, 3|, 4l FEHEE MG
GEmEE (%)), X BFHEL 0 R L2 pilgk, *2: &
JEREDS [EJE] & LTRE S hZER R, JER : BER
TemZiE 2 %, FHTRAER : MioBh X BHIR Iz, TR
B BAHEOER, MERBEN : #E o BFEEHIcEL (K) %
A& 7 213 EOMENREE (REARNE) . Z IR « wr & ik
iRAE), H3 1 37.5°CLLE, 38.9°CHI~40.0°C% HE 2 7255y
2, BEIEENERE (Grade3) & L7z, 7, WWloRESIE
1C40°C R FE A B FEADE L 72

OFRIEIRVE « R BT R BREESAE 103 2 G T BAsh IR & A
B3 2 i aiE & LC, #WIRI%EL» H%OIgGhARRE
0.35u g/mL (XIS ORMEIRE) BWHOD LRI hTw
2, ANHI BT ARy O ) Bl g 1 K UNE NS i% i 0 Ig GH AR IR
FEDHUEMICE L - BBRSE &4, ZhZin60.2~
100.0% F 1891.7~100.0% (KK, F 7=, #IEIGEHR K OB
SR D JIMIER I 3 31gG GMClE, ZHZF10.42 ug/mL
(IfER6B) ~6.77 ug/mL (fiFERI15B), 0.97 pg/mL (IMiF
M3) ~18.45ug/mL (MiEH15B) o il

CRA T EAESS U < IXANNEERE) XI313vPnCRe T HfH
O ] [0 595 B 1 ifi 48 BRTA I3 28 o0 Tg G4 IR BE A3 S i o0 B AE il
CEE L RS nE o # A (%))

6B 87.8 82.2 96.4 -8.6
(82.7, 91.8) | (76.3, 87.1) | (93.0, 98.4) | (-14.0, -3.
7)
7F 95.9 94.8 99.1 -3.2
(92.4, 98.1) | (90.9, 97.4) | (96.8, 99.9) | (-6.8, -0.3
)
EA 95.9 93.0 98.6 -2.7
(92.4, 98.1) | (88.7, 96.0) | (96.1, 99.7) | (-6.4,
0.4)
14 96.8 96.2 97.7 -0.9
(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)
19A 99.5 99.1 99.5 0.0
(97.5, 100.0)[ (96.6, 99.9) | (97.5, 100.0) | (-2.1,
2.1)
19F 100.0 100.0 100.0 0.0
(98.3, 100.0) [ (98.3, 100.0) | (98.3, 100.0) | (-1.7,
L7
23F 89.6 88.7 93.6 -4.0
(84.8, 93.3) | (83.7, 92.6) | (89.6, 96.5) | (-9.5,
1.2)
PENITIRERi!
3 99.5 99.5 0.9 5.9%2
(97.5, 100.0)| (97.4, 100.0)| (0.1, 3.3) (3.0,
10.0)
10A 60.2 59.6 1.8 .33.5%2
(534, 66.7) | (52.7, 66.3) | (0.5, 4.6) (-40.7, -2
6.2)
11A 100.0 100.0 2.7 6.4%2
(98.3, 100.0) [ (98.3, 100.0)| (1.0, 5.8) (38,
10.4)
12F 74.7 74.6 0.9 19.0%2
(68.4, 80.3) | (68.3, 80.3) | (0.1, 3.2) (-25.7. -1
2.5)
15B 99.1 98.6 3.2 55%2
(96.8, 99.9) | (95.9, 99.7) | (49, 12.6) | (95 9¢)
22F 100.0 100.0 0.9 6.4%2
(98.3, 100.0)| (98.3, 100.0)| (0.1, 3.2) (3.
10.4)
33F 95.0 92.5 3.2 1.3%2
(91.2, 97.5) | (88.0, 95.6) | (1.3, 6.4) (3.2,
6.0)

ARF B T 4
T
R
A AHl ARFH 13vPnC 13vPnCHZ
BT et i A N R BT ERE | THEefc s
(bR
HE oz
(%)
BRIl
1 97.7 92.0 99.1 -14
(94.8, 99.3) | (87.5, 95.3) | (96.8, 99.9) | (-4.4,
1.3)
3 96.4 95.3 99.1 -2.7
(93.0, 98.4) | (91.5, 97.7) | (96.8, 99.9) | (-6.2,
0.1)
4 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
)
6A 90.0 94.8 98.2 -8.1
(85.3, 93.7) (90.9, 97.4) (95.4, 99.5) (-13.0, -4.
0)

() : 95%( MK, 1 HEHTICHUE L 72 IgGHUANLEE 23 1M
RI5Icat LCI130.23 wg/mLEA L, IMERI6BICH LC it
0.10 w g/mLLL I, HFEEI19AICH LCi30.12 4 g/mLEL & L,
ZNLS O ARANCE F 45 MIEANICH LC130.35 4 g/mLEA kiC
L BB oflA, 2 BTN L TIx13vPnC
BT BEE AT < o Hom IME 5 o HHTICHUE L 72 IgGPUR R ICE
L7ZiEBSMEOEIED 5> B, MER3% v 72 ik b K i

(MiERI23F, 93.6%) % ElA DK% CEHEX M o B I
CRAN (T HEfE# L <IN EERR) I3 13vPnCRe M EEE
D BN S0 B 1T it 28 BRI MG 2 D Ig GHUAR IR L 23 535 /i 0 BLE (il
E L EBRSE o#E (%))

ikplt) AFA AFAl
BT R A A

13vPnC ARAI BT e

BT et T
e

13vPnCz

THICE
F 3




#2

EE D
(%)
e
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)
3 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)
5 99.5 99.5 100.0 0.5
(97.5, 100.0) | (97.4, 100.0)| (98.3, 100.0)| (-2.6,
1.3)
6A 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)
7F 99.5 100.0 100.0 -0.5
(97.5, 100.0) | (98.3, 100.0)| (98.3, 100.0)| (-2.6,
1.3)
9V 99.5 100.0 100.0 -0.5
(97.5, 100.0) | (98.3, 100.0)| (98.3, 100.0)| (-2.6,
1.3)
14 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
)
19A 100.0 100.0 100.0 0.0
(98.3, 100.0)| (98.3, 100.0)| (98.3, 100.0)| (-1.7,
1.7)
19F 100.0 100.0 100.0 0.0
(98.3, 100.0)| (98.3, 100.0)| (98.3, 100.0)| (-1.7,
1.7)
23F 99.5 99.5 100.0 -0.5
(97.5, 100.0) | (97.4, 100.0)| (98.3, 100.0)| (-2.6,
1.3)
BENITINE
8 100.0 100.0 3.2 0.5%3
(98.3, 100.0) | (98.3, 100.0)| (1.3, 6.5) (-13.
2.5)
10A 99.1 99.5 0.9 0573
(96.7, 99.9) | (97.4, 100.0)| (0.1, 3.2) (2.9,
1.7)
11A 100.0 100.0 5.9 0.5%3
(98.3, 100.0) | (98.3, 100.0)| (3.2, 9.9) (-13.
2.5)
12F 98.2 98.6 0.0 1473
(95.3, 99.5) | (95.9, 99.7) | (0.0, 1.7) (-4.2,
0.9)
15B 100.0 100.0 8.6 0.5%3
(98.3, 100.0) | (98.3, 100.0)| (5.3, 13.2) | (.13,
2.5)
22F 100.0 100.0 1.8 0.5%3
(98.3, 100.0) | (98.3, 100.0)| (0.5, 4.6) (-13.
2.5)
33F 100.0 100.0 2.7 0.5%3
(98.3, 100.0) | (98.3, 100.0)| (1.0, 5.8) (13,
2.5)

() : 95%IEHIXH, #1 : HATICHUE L 72 [gGHUANLEE AL
513 LCix0.23 pg/mLEAE, IMiEEI6BIC L Ci20.10 4 g/mL
PLE, IMMERI9AICH LCix0.12 pg/mLEL EE L, ZnLHD
KA EE 03 MR LTi20.35 u g/mLEL EICE L 72185
SiNEOE G, *2 RGBT, * B LTk
13vPnCEE T fHE < o M@ i B o R HUE L 72 [gGiiikE
EICE L ZRBSME 0EEGED 5 b, MERM3ZRV & DK
Wil (M7ERI4, 99.5%) %G 072K EFEX MBI
H
OSSR ER (B7471011545%) : £%2» Al oIS R
1,997 CAFIAGAMNEERERE © 1,00441, 13vPnC CHIEY 27 7
V) WiPINEERERE  9930) W RICMIEAL EERE =%
FEM IR E FEhE OB CAFI 1L 13vPnCO£0.5mL%
FhalEl (WIElfuZ & LC3lal, sEmfE e LTl R NEE,
FIRBRE A THIE (BELYH%Z &), EHEC XV EIK
JEDFFURILEFHM L, FABEIRIGOFIRI (EREER T
Grade 3) EXED LBV, RFORIKEGIXEMEEZELI~2H (Fh
Jfl) B L, EEUARIIR1I~20 (hivE), £, 28
DORISIG I HefER1~2H (Fhoefi) «cHB L, Feseifliz1~3
H (hofi)

g AH 13vPnC 13vPnC
A5 A PN e 177 A N B2 WA EERE | AN EERE
FREA Grade 3%2 FREHE | Grade 3752
Feo 253/993 0/993 240/974 0/974
(25.5) (24.6)
218/940 0/940 244/924 0/924
(23.2) (26.4)
232/914 0/914 245/901 0/901
(25.4) (27.2)
194/826 0/826 218/815 0/815
(23.5) (26.6)
liEE 1 163/993 1/993 (0.1)  |183/974 0/974
(16.4) (18.8)
146/940 0/940 160/924 0/924
(15.5) (17.3)
156/914 0/914 159/901 1/901 (0.1)
17.1) (17.6)
123/826 0/826 141/815 0/815
(14.9) (17.3)
TEFHRARRR  [488/993 1/993 (0.1)  [441/974 0/974
(49.1) (45.3)
414/940 0/940 385/924 0/924
(44.0) (41.7)
353/914 0/914 351/901 0/901
(38.6) (39.0)
295/826 3/826 (0.4)  [292/815 0/815
(35.7) (35.8)
AAHOR 242/993 2/993 (0.2)  [233/974 3/974 (0.3)
(24.4) (23.9)
248/940 2/940 (0.2) [217/924 5/924 (0.5)
(26.4) (23.5)
188/914 4/914 (0.4)  [202/901 3/901 (0.3)
(20.6) (22.4)
205/826 3/826 (0.4)  [205/815 6/815 (0.7)
(24.8) (25.2)
AR 667/993 9/993 (0.9)  [643/974 11/974
(67.2) (66.0) (1.1)
514/940 7/940 (0.7)  |514/924 8/924 (0.9)
(54.7) (55.6)
403/914 5/914 (0.5)  [397/901 8/901 (0.9)
(44.1) (44.1)




326/826 5/826 (0.6) |322/815 5/815 (0.6) 14 93.4 94.1 -0.8
(39.5) (39.5) (91.5, 95.0) (92.3, 95.7) (3.1, 1.6)
Syl 704/993 45/993 (4.5) [698/974 38/974 18C 92.6 93.1 -0.6
(70.9) (71.7) (3.9) (90.6, 94.2) (91.2, 94.8) (-3.1, 1.9)
673/940 38/940 (4.0) [636/924 39/924 19A 97.1 98.1 -1.0
(71.6) (68.8) (4.2) (95.7, 98.1) (96.9, 98.9) (-2.6, 0.5)
589/914 16/914 (1.8) [568/901 20/901 19F 96.9 96.6 0.2
(64.4) (63.0) (2.2) (95.5, 98.0) (95.1, 97.8) (-1.5, 2.0)
504/826 22/826 (2.7) [498/815 11/815 23F 77.9 85.5 -7.6
(61.0) (61.1) 1.3) (74.9, 80.7) (82.9, 87.9) (-11.4, -3.9)
sem K3 102/993 7/993 (0.7)  |73/974 (7.5) |[3/974 (0.3) S 7
(10.3) 8 96.8 85.5 11,232
163/940 21/940 (2.2) |[151/924 20/924 (95.3, 97.9) (82.9, 87.9) (8.6 14.0)
(17.3) (16.3) (2.2) T0A 2.2 855 Nz
115/914 13/914 (1.4) [123/901 17/901 (795, 84.8) (82.9. 87.9) :
-, ot P 81 (-6.9, 0.3)
(12.6) (13.7) (1.9
11A 92.7 85.5 %2
120/826 22/826 (2.7) |114/815 24/815 71
(14.5) (14.0) (2.9) (907, 94.4) (829, 87.9) (4.2, 10.2)
- " : s o 12F 67. 85. %
B X D BRI, 20, B[, 4lEl, FEEUHIEFEmEIECK! [ > 18,17
. . (64.2, 70.6) (82.9, 87.9) (-22.1, -14.0)
GeEA (%)), X BTHEEL 0L 2%, *2: & — ™ — —

. ; . . . 12.7%
JEREDY TEREE | & LTHEINAER (FR, EBIR : BER (97.0, 99.0) (82.9, 87.9) (10.2, 15.4)
Tem% M2 5, EHENER : Mo & BHIRE 5, BAK oF 983 5.5 %2

. : 12.8%
B R o, BRI  @E o HEwEEcBEL (U8 % (97.2, 99.1) (82.9, 87.9) (103, 155)
A& 7 51 EOMENRREE (EARNE) . ZHIEREE « 37 & 1k % 33F 86.7 85.5 1 1%2
Zukag), X3 :38.0°CLL L, 38.9°CHE~40.0°C% M A =354 (842, 88.9) (829, 87.9) (-2.2, 45)

2, EEELSER (Grade3) & L7z, 72, AHFIEMETO6
B, 13vPnCEEREC1HIDIRERSIIC40°C a2 5 FEEVDSE U
7z
O IRYE « RN I BRI G 100 3 2 TR0 & A
B3 2 R ERIE & LT, #IRGRZEL » AR olgGhukRE
0.35u g/mL (X% ORMEIRE) BWHOD LRI hTw
%, AFIBARIG O ) [l i 4 S OB 098 1 D Ig GHUARIREE 23
BUEMHICE L 723 SNE o Fl&1E, Z21En52.1~98.3% K
U73.6~99.9% (RFK), F7z, HIEIGIEEK BINGRER D%
MFERC 4 21gG GMClE, 2 £40.36 ug/mL (MiFHI3)
~4.40 pg/mL (MEFERI15B), 0.56 ug/mL (MEHI3) ~
12.59 ug/mL (MiEAI15B) D HiFH

CART 577 AL PR B S 13 1 3vPn CAF A PN B 0 497) [ S22 8 1 i 46
BRI M2 0 Ig GHUARIEE 23 SR O BUE ICE L 72 iR BRS g
DEEHL (%))

A J2 1813vPnC
- EN 13vPnC A EERRIC 35
7 A PN e A PR N B 5
2EG0%E (%)
e i 51
1 79.8 88.4 -8.6
(76.9, 82.5) (86.0, 90.5) (-12.1, -5.1)
3 52.1 67.6 -15.5
(48.6, 55.5) (64.2, 70.8) (-20.1, -10.8)
4 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)
6A 93.5 95.9 -2.4
(91.6, 95.1) (94.3, 97.2) (-4.6, -0.2)
6B 88.3 92.4 -4.1
(85.9, 90.4) (90.3, 94.1) (-7.0, -1.2)
7F 96.6 97.6 -1.0
(95.2, 97.8) (96.3, 98.6) (-2.7, 0.7
9V 81.9 89.8 7.9
(79.1, 84.4) (87.5, 91.8) (-11.3, -4.6)

() 95%EHAK, 1 : FATNICHUE L 72 [gGHUAR ML A5 M
5 LCl20.23 wg/mLEL E, MIERI6BICH LTt
0.10 w g/mLLL L, IFERI19AICH LCi30.12 ug/mLELE & L,
Z NSO RANCE E 4 MERNICH L Cl30.35 4 g/mLEL kic
LRSI &4, 2 BN L TIx13vPnC
BECOHGBIMER O HFNCHE L - IgGHUARIE 1ICE L 72 1R8k
ShEOEED > b, MEM3ZERG 2R EKWE (R
23F, 85.5%) % El& 07K OMEHEX R o B I

CAH A7 P PR T S 13 1 3vPn CAJ A PR R 00 SN S22 7 1 i 48
BRI IMER O IgGHUARIREE 23R/l O BUEMEICE L 72165
DEIE* (%))

A B F13vPnC
e AF 13vPnC AN ICE
i A P A i A A e 53
2EEDE (%)
pasiiil((r=pitl
1 94.3 97.2 -2.9
(92.4, 95.8) (95.7, 98.2) (-5.0, -0.8)
3 73.6 85.8 -12.1
(70.3, 76.8) (83.1, 88.2) (-16.2, -8.1)
4 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)
6A 99.5 99.7 -0.3
(98.6, 99.9) (99.0, 100.0) (-1.1, -0.5)
6B 99.1 99.5 -0.4
(98.1, 99.6) (98.6, 99.9) (-1.4, 0.6)
7F 99.5 99.9 -0.4
(98.6, 99.9) (99.3, 100.0) (-1.2, 0.3)
9V 98.5 98.9 -0.4
(97.4, 99.3) (97.9, 99.5) (-1.6, -0.8)
14 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




19A 99.9 99.7 0.1
(99.3, 100.0) (99.0, 100.0) (-0.5, 0.9)
19F 98.8 98.9 -0.1
(97.7, 99.5) (97.9, 99.5) (-1.3, 1.1)
23F 97.2 98.1 -0.9
(95.8, 98.3) (96.9, 99.0) (-2.5, 0.7)
BEN iR
s 99.5 47 2.3%2
(98.6, 99.9) (3.3, 6.5) (1.1, 3.8)
10A 97.7 2.0 0.672
(96.4, 98.7) (1.1, 3.3) (-1.1, 2.3)
11A 98.8 4.2 1.672
(97.7, 99.5) (2.8, 5.9) 0.2, 3.2)
12F 95.2 0.3 -1.9%2
(93.5, 96.6) (0.0, 1.0) (-4.0, -0.0)
15B 99.7 4.6 .62
(99.0, 100.0) (3.2, 6.3) (1.4, 4.0)
22F 99.6 1.5 2.472
(98.8, 99.9) (0.7, 2.6) (1.3, 3.9
23F 99.5 1.7 2.3%2
(98.6, 99.9) 0.9, 3.0) (1.1, 3.8

() : 95%IEIXH, #1: HANICHUE U 72 [gGHUANLEE AL
513 LCix0.23 pg/mLEAE, IMiEEI6BIC L Ci20.10 4 g/mL
PLE, IMMERI9AICH LCix0.12 pg/mLEL EE L, ZnLHD
KA EE 03 MR LTi20.35 u g/mLEL EICE L 72185
SN OEE, 2 BAMER I LT I213vPnCRET 0 4558
HH O FRNICHUE U 7z IgGHURIREE ICE L 72 i85S o #lE
DI b, MEH3ZRVZROENE (ERL, 97.2%) %E
HoEMEEXBE ORI A

(] (AT « AFIX, ¥~V 7TEHABETH 5CRM,
o 7 1CHEEr L 72 200 o0 ML O il S BRESERE R U 9 v 1 7 4
Faaf, RAloEfEicky, )%y H 54 Fickd 3 TH
RO AEE D IZILE R CFURIGE 3 FFBE S 1, A I YUk
FIRERE ISR 5 4 7Y = b, ARER K OBEEH % i
EL, MAREEEDFHICEFS. 72, A% ) —Bifiilgo
FEEZFET 52 LIc kD, FHZEREICN 3 2 REsd i & BT
X¢3

(BE] HEEEHME+ (20324E3A25H £ ©)



