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69.16) 100.0)
120.67 (92.38, 21.3 (13.5,
3 6.70 (5.27, 8.52) [96.8 (91.0, 99.3)
157.62) 30.9)
90.86 (67.10,
5 4.15 (3.94, 438) [92.3 (84.8, 96.9) |22 (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 (9.4,
19A 6.53 (5.01, 8.50) [91.4 (83.8, 96.2)
219.52) 25.5)
s TR YR B S R AT A BE. OPA IR EMEM) R L6 T & 12 M )5 45
M A G W £ i 5 ECRT 3% BB M 8 BR T ) A
a. N = HAT WA LS R A P 10 32 R .

AT 12~ 15 3B 5 B4R IR G J5 1A H 6 T 7R s 2L 4% R (BlgG
PUAGMCHTE) , A (2.62~11.53 pg/mD) Siii)L (740

FIHE SRR E (P A IgGHUAGMC LB [1195%CT R FR>0.50) , OPAFTAAGMT i 7% Hi S5 4b)
13T, 23T

(3.63~15.6 ug/ml) AHELIEIE

Version No: 20241101



gER ., XFFeM PGSR, FMANEAAEINH, FSMIgGHIAGMCERIMLIFE23°50.94
pg/mlyl, HAMENAES % EBEE Tl (7)) 4, OPAFIIAGMT (164~11856)

m TR E3FNAHJEIGMT (52~9494) .

7 AR E 5 5 B4 LA LE K e fE M E

W= BIEAREM ARG 7 A ZE 5 2 184 U LE R T T — T s 2 1 ik
PERFSE, Horb 7~11 4 90 1. 12~23 A4 112 #il. 2~5 L4 152 153 mlHhh 3 7).
2 FUFD L FUA S . 7~11 AH#R4L. 12~23 HESALRI 2~5 B4 3 MERA LT %E 1 M H 13 F

MiER IgG Hifk GMC Y2519 1.94 pg/ml CLiER 3) & 8.04 pg/ml CMLIER 14) . 1.86

pg/ml CIMIERY 3) 2 6.45 ug/ml CTERL 14) A1 1.42 pg/ml (SR 3) & 6.03 pg/ml LG
B19A) 5 FTA MG B 2 3R 1gG HUIAIR B =0.35 pg/ml HI5Z 80 L3 i (B 2~5
LMTER 14 74 88.1%40, HARLI=92.7%) , 13 FfliER 1gG HiARIKE =0.35 ng/ml ()32
WA LLBNE 08 97.6 CIMTEZRL 5 A1 19F 1D ~100%. 92.7 CIfiiE% 23F) ~100%F1 88.1

(SR 14) ~100%. HAREEF7E L% 10.

F£10. W=7 ARE 5 ZBY)LN)LEEREEMNE M RERE 1gGHRRE =>0.35
ng/mlff) 2R E B 4 A IgGHiikGMC

mEs | 7~11 G# G 7D 12~23 A# Q2 7D 25 % (1 FD
GMC
GMC
% (95% o5 % (95% | GMC (95% | % (95% (95%
cD o ’ cn cD cD cD
N=83~84 N=104~110 | N=104~110 | N=135~152 | N=135~
N=83~84
152
2.88 274 96.6 1.78
100 (95.7, 100 (96.6,
1 (2.44, (237, (923, (152,
100.0) 100.0)
3.39) 3.16) 98.9) 2.08)
98.8 1.94 1.86 973 1.42
100 (96.6,
3 (935, (1.68, (1.60, (933, (123,
100.0)
100.0) 2.24) 2.15) 99.3) 1.64)
3.63 428 99.3 337
100 (95.7, 100 (96.7,
4 (3.11, (3.78, (96.4, (2.95,
100.0) 100.0)
423) 486) 100.0) 3.85)

1471, 23T
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F£10. 2 7 ARE 5 ZBY)LAN)LELFEREEM G RERE IgGIUERKE =0.35
ng/mlf 52383E 5 4 A IgGHiikGMC
mER | 7~11 G# 3 FD 12-23 B# 2 7D 25 % (1 7D
GMC
GMC
% (95% o5ty % (95% | GMC (95% | % (95% (95%
cn o ° cD cn cn cn
N=83~84 N=104~110 | N=104~110 | N=135~152 | N=135~
N=83~84
152
97.6 285 99.1 2.16 98.7 233
5 (917, (2.34, (94.9, (1.89, (953, (2.05,
99.7) 3.46) 100.0) 247) 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, (2.52,
100.0) 100.0)
445) 99.8) 3.06) 3.47)
98.8 477 3.38 99.3 3.41
100 (96.7,
6B (93.5, (3.90, 00,0, (2.81, (96.3, (2.80,
100.0) 5.84) ' 4.06) 100.0) 416)
530 5.99 99.3 492
100 (957, 100 (96.6,
7F (4.54, (5.40, (96.1, (4.26,
100.0) 100.0)
6.18) 6.65) 100.0) 5.68)
98.8 256 3.08 98.6 267
99 (9428,
9V (93.5, (221, 0009 (2.69, (95.2, (232,
100.0) 2.96) ' 3.53) 99.8) 3.07)
8.04 6.45 88.1 224
100 (957, 100 (96.6,
14 (6.95, (5.48, (81.5, (1.71,
100.0) 100.0)
9.30) 7.59) 93.1) 2.93)
277 3.71 98.7 256
100 (957, 100 (96.7,
18C (239, (3.29, (95.3, (2.17,
100.0) 100.0)
3.23) 419) 99.8) 3.03)
477 4.94 6.03
100 (957, 100 (96.7, 100 (97.6,
19A (4.8, (431, (5.22,
100.0) 100.0) 100.0)
533) 5.65) 6.97)
97.6 288 3.07 253
100 (96.7, 98 (942,
19F (917, (235, (2.68, (2.14,
100.0) 99.6)
99.7) 3.54) 3.51) 2.99)
98.8 2.16 927 1.98 93.4 1.55
23F (93.5, (1.82, (86.2, (1.64, (88.2, (131,
100.0) 2.55) 96.8) 2.39) 96.8) 1.85)

Version No: 20241101
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2. BERIERRE

6 FARZE 6 A ) LSRN E

AEEIL (T 3. 4 SHIREAMREFHEAT LR 1R fabr B ds Bt S % 5 14 H 1gG
PURIRIE=0.35 pg/mlf) 3218 % 1 7 L KIgGHifAGMC.

WFR AR LR, X T 7RIS MIER, A SHIL (79D Fehl %5 F IgGHi ki & =
0.35pg/ml i) 52 L) 22 3 Mg GHUARGMC LA 114 B HE 95 bt CRIPI AL & 73 L 22 e XL
M97.5% CIfI T IREKT-10%, HGMCLLERIXUM9T.5% CIF T IREKT0.5). X T
HEMER, ARSI 5L (7D 7N AT 5 B A SRR i B AT LU
WA B SRR IR B AE B bR e (LR 1D XN TArE 13M GRS, A il e f5 3

REVE 3 DhRETEOPAPUA M. (HLAE12).

RI11.  #2. 46 A R Em B R PR 5 it & BRE eGP IR B =0.35 ng/miff)
2ZREH 2 EMIgGHiAGMC
IER N wL (7 Rz N WL (7 tE?
% (95% #) 2 (97.5% GMC ) @ C 97.5%
CD % (95% CD (95% GMC CcD
N’=436~440 CI) CcD (95%
Nb=441~ Nb=436~ CD
446 440 Nb=441~
446
LA MR
100.0 99.8 9.71 15.36 0.63
0.2 (-0.9,
4 (99.2, (98.8, L5 (8.97, (14.14, (0.55,
100.0) 100.0) ' 10.52) 16.69) 0.72)
96.1 3.21 2.88 1.12
947 (92.2, -1.4 (4.7,
6B (93.9, (2.85, (2.57, (0.93,
96.6) 1.8)
97.7) 3.61) 3.21D) 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) LD
100.0) 4.60) 7.27) 0.7
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)
19F 98.2 (96.4, 89.2 9.0 (5.3, 6.93 5.70 1.22
E16m, 231
Version No: 20241101




£11.

2. 406 H BRER S RAR P 5 i R BRI IgGIUA IR BE =0.35 pg/ml)

2R EH 2 EMIgGHiAGMC
ik =g} p: N WL (7 RFe PN L (7 EbAH>
% (95% #) @ (97.5% GMC B » ( 97.5%
cnD % (95% cD (95% GMC cn
NP=436~440 cn cn (95%
Nb=441~ Nb=436~ cn
446 440 Nb=441~
446
99.2) (86.0, 12.9) (6.26, (4.79, (0.97,
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) 4.91) 1.08)
T 18 1f 75 &Y
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) 321)
89.2 1.68 2.88
97.3 (953, 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) 321)
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) 321)
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) 321)
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) 321)
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) 321)

VA EEES R B R R TR AR
a. P HT I Iy L (1) B2 S8l L (740D B 32303 o s Y i B R 2R34T 1 b AR, BPIgG
PO E =0.35ug/mL LB AR B MiE AL N 19F, IgGPiARGMCHAR £ IiE % N6B.

b.N = FUA UM MRS S 16G BV 102 4

Version No: 20241101
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R12. &2, 4 W 6 ARERGREREFEAME T IKE OPA §ifk GMT M OPA JifkiiF =
1:8 B 2
o ‘ AR ‘
PN WL (740 HH WL (740
MmiEE | GMT (95%CD | GMT (95% CcD | % (95% CD % (95% CD
N'=096~102 N=102~115 N=96~102 No=102~115
A miER
3470 (2767.3, 4650 (38046, | 100.0 (964,
4 100.0 (96.8, 100.0)
43503) 5682.5) 100.0)
2402 (1778.5, 3725 (28343, | 98.0 (930,
6B 97.4 (92.5, 99.5)
3244.1) 4894.7) 99.8)
2294 (1695.6, 2727 (20977, | 97.0 (914,
9V 97.3 (92.2, 99.4)
3103.2) 3544.5) 99.4)
2288 (1783.6, 4301 (35448, | 100.0 (962,
14 1000 (96.7, 100.0)
2935.5) 5219.1) 100.0)
8692 (70713, 8548 (72935, | 100.0 (963,
18C 100.0 (967, 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 (3890.2, | 969 (913,
23F 97.3 (92.2, 99.4)
4990.3) 7011.5) 99.4)
T8 i R
96.9 (913,
1 132 (103.8, 166.7) 4 (NE) 0.0 (0.0, 3.2)
99.4)
1000 (96.4,
3 209 (180.6, 241.1) | 5 (4.1, 5.0) 52 (19, 11.0)
100.0)
95.0 (88.8,
5 234 (1845, 297.2) | 4 (3.9, 4.2) 09 (0.0, 48)
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, 1000 (96.4,
7F 6 (44, 7.3) 69 (28, 13.6)
4828.9) 100.0)
98.0 (92.8,
19A  |529 (407.7, 687.3) | 11 (8.0, 15.5) 05) 29.6 (21.2, 392)
£: NE= Arffliit.

a. N = ELAT 6 10 a3 AR S P A P 1 32 e

A T12~15 AR 5E AR 4FIINR % /5 1N H, 7R 3EE s R IgGHiiAGMC (7.04~

20.61 pg/mD) i)l (740

(8.36~24.55 pg/mD) AH LA BIHE L RbrE (P A IgGHLik

GMC LA I95%CI R R>0.50) , HINEETH FINREEOPATUIR N s 6FhHT 3G MLiE T IgGHiiA

GMCE Tim )L (74

Version No

120241101
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(P 4H [A)IgGHiAGMC HLfE N4.66~202.59) , OPAJIAAGMT (309~




11347) @& THMARNEIFIANHERGMT (132~4164) .

7 HRZE 5 2 B4 LA LE K R M

AN HAT T — I & B G RRES, TEAFAFERA (T~11H 8. 12~23H#
H2~52 ) NFF A BRh A b J5 R 1350 L35 B BT w45 3 7 A — g I SR B B o 7~11 8 12~23
H i R12~5% HAE %% 51 H 13F % M IgGHURGMCTE 25 4 1.19 pg/ml iy Y
3) £ 10.89ug/ml (MER14) |« 1.32 pg/ml (MIER3) £ 9.79 pg/ml (MEA14) . 1.12
png/ml CMER3) £ 11.62 pg/ml (MIERI19A) 3 3ANMERH SR 5 14 H IgGUiR ik &
=0.35 pg/mlff) 32 iR L2 58 =95.5% (LG HI23F) « =94.5% (LG A3) F1=>96.9% (il
THEM23F) o RENELZ.

T~ AR 12~23 H W F12~5 % A3 TR 242 9% J5 1 H OPATURGMTYE [ /)

AT 1427 (MFERID £ 10234.6 (MIERTF) | 93.3 (MIEAID) £14963.5 (MIFERTF) .

40.9 (MLEM) £17107.3 (MERITE) 3 OPATIIA=1:8 MY E E 20 Eb 2 il o =94.3% (fiL

EHI6B) « =96.2% CMLERIIAI23F) f1=95.8% C(MLiERL) . ZiRFENEL4.

R13.  TARESSBY )AL EE TR G M R ERE IgGHARIRE =0.35 pg/ml )

ZREH o AIgGHiAGMC
7~11 A# 3 F#D 12~23 A# @ 7D 2~5 & (1 FD
GMC % (95% GMC
N (1] ()}
MER | % (95% | GMC (95% % (95% (95%
(95% CcD
CcD CcD CcD CD
CcD N*=129~
2=176 2=176 2=127 2=129~
N*=127 131
131
99.4 438 99.2 4.4
3.75 (3.26, | 97.6 (93.3,
1 (96.9, (3.75, (95.8, (3.76,
432) 99.5)
100.0) 5.11) 100.0) 5.14)
97.7 1.32 98.5 1.12
1.19 (1.08, | 94.5 (89.0,
3 (94.3, (1.16, (94.6, (0.97,
1.32) 97.8)
99.4) 1.51) 99.8) 1.29)
99.4 4.04 99.2 4.47
297 (2.60, | 97.6 (93.3,
4 (96.9, (3.48, (95.8, (3.92,
3.40) 99.5)
100.0) 4.68) 100.0) 5.10)
100 2.57 99.2 2.92
3.07 (2.73, 100 (97.1,
5 (97.9, (2.26, (95.8, (2.57,
3.46) 100.0)
100.0) 2.92) 100.0) 3.32)

H197T, 3L23T
Version No: 20241101



#13.

TR ZESS Bah) LN LE R R H JE I R IR E IgGHAIRE =0.35 ng/ml K

2R FH H o L AIgGHiAGMC
7~11 A# 3 FD 12~23 A# 2 7D 2~5 & (1 5§D
GMC % (95% GMC
. ° (]
MEE | % (95% | GMC (95% % (95% (95%
(95% CcD
CD) CD) CD) CD)
CD) Ni=129~
N*=176 N*=176 N#=127 Na=129~
N#=127 131
131
97.7 3.19 3.39
3.12 (2.74, | 97.6 (93.3, 100 (97.2,
6A (943, (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, 2.2 (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 (94.4,
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 (1.99, | 992 (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
4.5 (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, (92.4, (2.33,
2.37) 99.5)
98.0) 2.67) 99.2) 3.36)

a. N =RA P IILE R 71 196G HURREL Il H0E

Version No: 20241101
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R4, TARES ZEY)LA)LEEELEEMERRREOPATIAGMTH
OPAVIATEE =182 RE T4
7~11 A# 3 F#D 12~23 A# @ 7D 2~5 & (1 FD
) GMT GMT GMT
iR gl % (95% % (95% % (95%
(95% (95% (95%
CD CD CD
CcD CcD CcD
N*=87 N*=78 N=71
N*=87 N°=78 N°=71
142.7 96.6 93.3 40.9 95.8
96.2 (89.2,
1 (103.4, (90.3, (70.1, 99) (31.3, (88.1,
196.9) 99.3) 124.1) ' 53.4) 99.1)
249 100 332.3 2448 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)
21722 100 2682.8 4236.3 100
100 (954,
4 (1740.7, (95.8, (22104, 10005 (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> (57.7, (92.4,
382.0) 100.0) 205.7) ' 109.0) 100.0)
6042.7 100 7661.8 5849.3 100
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)
2181.6 943 4986.3 3775.2 100
98.7 (93.1,
6B (1350.1, (87.1, (3717.6, 100,05 (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 (954,
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)

Version No: 20241101
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R4, TARES ZEY)LA)LEEELEEMERRREOPATIAGMTH
OPATAETE =182 RE B4tk

7~11 A# 3 F#D 12~23 A# @ 7D 2~5 & (1 FD
) GMT GMT GMT
iR gl % (95% % (95% % (95%
(95% (95% (95%
CD CD CD
CcD CcD CcD
N*=87 N*=78 N=71
N*=87 N°=78 N°=71
1158.4 100 1854 1629.7 100
100 (954,
19F (937.0, (95.8, (1520.3, 10005 (1292.9, (94.9,
1432.1) 100.0) 2260.8) ' 2054.2) 100.0)
5640 95.4 6693.6 42347 97.2
96.2 (89.2,
23F (3590.5, (88.6, (4464.2, 99) (2916.1, (90.2,
8859.4) 98.7) 10036.4) ' 6149.5) 99.7)
a. N =E A WA 1 037 B St oA i B2 1 2 il

-9
ETUKA (2°C-8°C) WIEAF. AMARAE. WA KRR . EEA RS ELE
JLE AR A T

5

(%]
TEARAE R A 150/&, 1030/&
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