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A—hH— 8(8) — 8(8) —
HPLC;% EREEREM 1(1) — 1(1) —
ERMEF 6 3(2) 9(2) —
A—hH— 16(16) 2(2) 18(18) 7(7)
REE EREEREM 1(1) — 1(1) —
EEHEE 3 — 3 3
A—h— 4(4) — 4(4) —
(2395 ERELEREM 2 1(1) 3(1) 1(1)
EREEE 2(1) — 2(1) —
A—hH— 2(2) — 2(2) 2(2)
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# 3 PT#REIOMEK, SRLs TORIE & HEAE
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SRLs - 7 ggﬂ:ﬂ—@m 7, ;’;,%:ﬁm 7, g‘%n—@m
(1) 2) | FHE | Q) 2 | FHiE 1) 2 | FtoiE
SRL#3 & #9 5.3 5.7 6.5
ASRL#1 KO500 HPLC 5.33 5.32 5.33 5.66 5.72 5.69 6.50 6.43 6.47
BiZE 5.33 5.69 6.47
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1. 2K (&
N+ E s (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 51 51 51
Min 5.10 5.51 6.25
Max 5.45 5.85 6.80
Mean 5.289 5.688 6.497
SD 0.085 0.077 0.100
CV(%) 1.6 1.4 15
2. EW (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 45 45 45
Min 5.10 5.51 6.25
Max 5.43 5.85 6.80
Mean 5.278 5.685 6.498
SD 0.078 0.077 0.101
CV(%) 1.5 14 1.6
3. Es (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 6 6 6
Min 5.20 5.60 6.35
Max 5.45 5.80 6.65
Mean 5.367 5.708 6.492
SD 0.103 0.080 0.107
CV(%) 1.9 1.4 1.6
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Method |HPLC (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 18 18 18
Min 5.20 5.65 6.35
Max 5.45 5.81 6.65
Mean 5.343 5.724 6.511
SD 0.063 0.054 0.066
CV(%) 1.2 1.0 1.0
Method |Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 22 22 22
Min 5.10 5.51 6.25
Max 5.45 5.80 6.65
Mean 5.251 5.662 6.481
SD 0.077 0.074 0.109
CV(%) 15 1.3 1.7
Method |[Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 9 9 9
Min 5.19 5.57 6.37
Max 5.45 5.85 6.80
Mean 5.293 5.662 6.526
SD 0.092 0.089 0.124
CV(%) 1.7 1.6 1.9
Method |Affinity (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 2 2 2
Min 5.20 5.70 6.30
Max 5.20 5.85 6.55
Mean 5.200 5.775 6.425
SD 0.000 0.106 0.177
CV(%) 0.0 1.8 2.8
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Method HPLC (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 15 15 15
Min 5.28 5.65 6.35
Max 5.43 5.81 6.65
Mean 5.348 5.725 6.517
SD 0.048 0.053 0.065
CV(%) 0.9 0.9 1.0
Method Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 20 20 20
Min 5.10 5.51 6.25
Max 5.40 5.75 6.65
Mean 5.236 5.653 6.479
SD 0.061 0.069 0.104
CV(%) 1.2 1.2 1.6
Method Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 8 8 8
Min 5.19 5.57 6.37
Max 5.40 5.85 6.80
Mean 5.274 5.670 6.529
SD 0.075 0.092 0.132
CV(%) 1.4 1.6 2.0
Method Affinity (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 2 2 2
Min 5.20 5.70 6.30
Max 5.20 5.85 6.55
Mean 5.200 5.775 6.425
SD 0.000 0.106 0.177
CV(%) 0.0 1.8 2.8
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1. 2x (ER+EN) (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 51 51 51
Min -0.23 -0.19 -0.22
Max 0.12 0.16 0.33
Mean -0.041 -0.002 0.027
SD 0.085 0.077 0.100
2. EW (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 45 45 45
Min -0.23 -0.19 -0.22
Max 0.10 0.16 0.33
Mean -0.052 -0.005 0.028
SD 0.078 0.077 0.101
3. B4 (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 6 6 6
Min -0.13 -0.09 -0.12
Max 0.12 0.11 0.18
Mean 0.037 0.018 0.022
SD 0.103 0.080 0.107
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1. 2k (ER+ES) (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 51 51 51
Min(%) -4.3 -3.3 -3.4
Max(%) 2.3 2.8 5.1
Mean(%) -0.8 0.0 0.4
SD(%) 1.6 1.4 1.6
2.EA (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 45 45 45
Min(%) -4.3 -3.3 -3.4
Max (%) 1.9 2.8 5.1
Mean (%) -1.0 -0.1 0.4
SD(%) 15 14 1.6
3. B4 (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 6 6 6
Min(%) -2.4 -1.6 -1.9
Max (%) 2.3 1.9 2.8
Mean(%) 0.7 0.3 0.3
SD(%) 1.938 1.408 1.651
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Bias and Relative Bias : All

0.040 0.9
0.020 * 0.7
0.020 B 0.5
— 0.010 0.3
§ 0.000 F3 0.1
2 -0.010 0.1 )
7 -0.020 5 #hais
@ 0030 -0.5 Mrelativebias
-0.040 0.7
-0.050 a 0.9
-0.060 11
5.000 5.500 6.000 6.500 7.000
Target Value(NGSP%)
E8 NATREHRNATADEHR : &K
Bias and Relative Bias : Domestic
0.040 0.9
0.030 e 0.7
0.020 o 0.5
—. 0.010 0.3
3
& 0.000 0.1
2 -0.010 & 0.1 -
% -0.020 03 ¥
D 5,030 -0.5 Mrelativebias
-0.040 0.7
-0.050 0.9
-0.060 L] 11
5.000 5.500 6.000 6.500 7.000
Target Value(NGSP%)
B9 /NATREERNATADORHE: ER
Bias and Relative Bias : Overseas
0.040 + 0.9
0.030 = 0.7
0.020 * * 0.5
< 0.010 | | 0.3
& 0.000 0.1
2 -0.010 0.1 )
T -0.020 03 ®bias
@ -0.030 -0.5 mrelative bias
-0.040 0.7
-0.050 0.9
-0.060 1.1
5.000 5.500 6.000 6.500 7.000

Target Value(NGSP%)

10 NATREMR /N7 ZOEAE : EoH
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# 9 GRGE : HEER] (&)
Method | HPLC (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 10 10 10
Min 5.28 5.68 6.49
Max 5.45 5.81 6.65
Mean 5.363 5.747 6.528
SD 0.055 0.050 0.047
CV(%) 1.0 0.9 0.7
Method Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 19 19 19
Min 5.10 5.51 6.25
Max 5.45 5.80 6.65
Mean 5.253 5.656 6.478
SD 0.083 0.076 0.113
CV(%) 1.6 1.3 1.7
Method Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 6 6 6
Min 5.19 5.57 6.37
Max 5.45 5.75 6.60
Mean 5.290 5.643 6.489
SD 0.097 0.066 0.088
CV(%) 1.8 1.2 1.4
Method | Affinity (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 2 2 2
Min 5.20 5.70 6.30
Max 5.20 5.85 6.55
Mean 5.200 5.775 6.425
SD 0.000 0.106 0.177
CV(%) 0.0 1.8 2.8
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#* 10 FHEEE - JEiEn (EW)

Method HPLC (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 9 9 9
Min 5.28 5.68 6.49
Max 5.43 5.81 6.65
Mean 5.360 5.747 6.528
SD 0.048 0.050 0.051
CV(%) 0.9 0.9 0.8
Method Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 17 17 17
Min 5.10 5.51 6.25
Max 5.40 5.75 6.65
Mean 5.236 5.645 6.475
SD 0.066 0.070 0.107
CV(%) 1.3 1.2 1.6
Method Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 5 5 5
Min 5.19 5.57 6.37
Max 5.35 5.75 6.60
Mean 5.258 5.652 6.487
SD 0.064 0.070 0.098
CV(%) 1.2 1.2 1.5
Method Affinity (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 2 2 2
Min 5.20 5.70 6.30
Max 5.20 5.85 6.55
Mean 5.200 5.775 6.425
SD 0.000 0.106 0.177
CV(%) 0.0 1.8 2.8




# 11 FErG & 2o 2 AN 52— — D g
1. ERFERGHESRT LA 2. AIES AT LERLI—Y—
Method (NGSP%)| Method |All (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.330 5.690 6.470 T.V. 5.330 5.690 6.470
n 32 32 32 n 13 13 13
Min 5.10 5.51 6.25 Min 5.20 5.60 6.35
Max 5.43 5.85 6.65 Max 5.40 5.85 6.80
Mean 5.271 5.682 6.488 Mean 5.298 5.696 6.525
SD 0.081 0.082 0.097 SD 0.068 0.066 0.112
CV(%) 1.5 1.4 1.5 CV(%) 1.3 1.2 1.7
Method |HPLC (NGSP%)| Method [HPLC (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.330 5.690 6.470 T.V. 5.330 5.690 6.470
n 9 9 9 n 6 6 6
Min 5.28 5.68 6.49 Min 5.20 5.65 6.35
Max 5.43 5.81 6.65 Max 5.40 5.76 6.60
Mean 5.360 5.747 6.528 Mean 5.311 5.686 6.486
SD 0.048 0.050 0.051 SD 0.065 0.039 0.085
CV(%) 0.9 0.9 0.8 CV(%) 1.2 0.7 1.3
Method |Immunoassay (NGSP%)| Method [Immunoassay (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.330 5.690 6.470 T.V. 5.330 5.690 6.470
n 17 17 17 n 3 3 3
Min 5.10 5.51 6.25 Min 5.20 5.65 6.40
Max 5.40 5.75 6.65 Max 5.25 5.75 6.60
Mean 5.236 5.645 6.475 Mean 5.233 5.700 6.500
SD 0.066 0.070 0.107 SD 0.029 0.050 0.100
CV(%) 1.3 1.2 1.6 CV(%) 0.6 0.9 15
Method |Enzymatic assay (NGSP%)| Method |Enzymatic assay (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.330 5.690 6.470 T.V. 5.330 5.690 6.470
n 5 5 5 n 3 3 3
Min 5.19 5.57 6.37 Min 5.20 5.60 6.50
Max 5.35 5.75 6.60 Max 5.40 5.85 6.80
Mean 5.258 5.652 6.487 Mean 5.300 5.700 6.600
SD 0.064 0.070 0.098 SD 0.100 0.132 0.173
CV(%) 1.2 1.2 15 CV(%) 1.9 2.3 2.6
Method | Affinity (NGSP%)
Sample 1 2 3
T.V. 5.330 5.690 6.470
n 2 2 2
Min 5.20 5.70 6.30
Max 5.20 5.85 6.55
Mean 5.200 5.775 6.425
SD 0.000 0.106 0.177
CV(%) 0.0 1.8 2.8
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5l 3E I8 (NGSP%)
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HPLC KRR Affinity BZRiE E4t
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12 FHIASR - AHxESA T A
A HEh HE2 A3
3E:No.[ZR1DNo.EELD (NGSP%)| BE(E 5.330 5.690 6.470
. ma | . x| x|
ER4 | No. LA BIEE POCT | . 172(%) FH@E | NATR | BEE | NATR | B
(%) (%)

ER [ 1 Method32: HPLC:% -0.6 © 0.2 © 0.5 ©)
2 | Level | LabZ3:E HPLC& 0.4 © 1.9 © 1.2 ©
3 MethodZ2: HPLC:% 1.9 © 2.1 © 2.7 ©
4 Method2EE HPLC:% 0.3 © -0.3 © 0.5 ©
5 MethodZREE HPLC& -0.9 © 0.5 © 0.4 ©
6 Method322 HPLC:% 1.3 © 1.5 © 1.4 ©)
7 MethodsEEE HPLC:% 0.8 © 0.3 © 0.8 ©
8 Methodz2EE HPLC:. 1.3 © 1.9 © 0.5 ©
9 | Level | LabZR5E HPLC:% 0.7 © 0.8 © 0.2 ©
10 ZF D HPLC;% -0.6 © 0.2 © 0.5 ©
11 FDih HPLC:% 1.3 © 0.2 © 0.5 ©
12 FDith HPLC:% -0.6 © 0.2 © 0.5 ©
13 Z Dt HPLC& -0.6 © -0.7 © 1.2 ©
14 Z D HPLC:% -0.6 © -0.7 © -1.9 ©)
15 Z D HPLC:% 0.9 © 1.1 © 2.0 ©
16 MethodzB5E | ik (REMEELED) -1.7 ©) 2.2 © -1.9 ©
17 Methods2E fEE(REREZELED) -4.3 © -3.3 © -2.6 ©
18 MethodzB3E | ik (REMEERLET) 2.2 © -1.1 © -0.9 ©)
19 Method 25 | ®REZ(REBRETELET) -3.0 © -1.6 © -1.0 ©
20 Method&2E fEE(REREZLED) -1.9 © -1.3 © -1.2 ©
21 Method2E REEGREREZLED) -1.5 © 0.5 © 1.3 ©)
22 | Level Il LabFR5E | &k (REREZLED) -2.3 © 0.0 © 1.6 ©
23 Method B8l | ®EZ (RERETELED) -2.3 © -0.3 © 1.0 ©
24 MethodZB5E | ik (REMEELED) -2.3 ©) 0.4 © 2.7 ©
25 Methods2 fEEREREZELED) -2.7 © -0.7 © 1.0 ©
26 Methodi2E REEGEREZLED) -1.2 © 0.3 © 1.5 ©)
27 Method B3 | ®REZ(RERTELET) -0.7 © -0.3 © 0.7 ©
28 Methods2 fEE(REREZLED)| O 2.4 © -2.5 © -3.4 ©
29 Method&2E REZGEREERLEL)| O -1.5 © -2.5 © 0.5 ©)
30 Method 325 | ®REZ(GRERETELET)| O 1.3 © 1.1 © 1.2 ©
31 Method 385l | ®REZ(REREELET)| O -0.6 © 0.2 © 0.5 ©
32 Method2 REZGEREERLEL)| O -0.6 ©) 0.2 © 0.5 ©
33 Z D fEEGREREZELED)| O -2.4 © 0.2 © -1.1 ©)
34 Z D fEE(GREREZLEL)| O -1.5 © -0.7 © 0.5 ©)
35 Z Dt fEEGREREZELEL)| O -1.5 © 1.1 © 2.0 ©
36 Method32: FI4=T4—ik @) 2.4 © 0.2 © 1.2 ©
37 Method 25 FI4=T4—i%k O 2.4 © 2.8 © -2.6 ©)
38 MethodzEEE BRiE -0.8 ©) -0.2 © 0.9 ©
39 Methods2E (2 -2.6 © -2.2 © -1.0 ©
40 Method2E BRiE -1.5 ©) -0.7 © 1.1 ©
41 Methods2E e 0.4 © 1.1 © 2.0 ©
42 | Level | Labg®EE BRE -2.3 © -1.3 © -1.6 ©
43 Z Dt (2 2.4 © -1.6 © 0.5 ©
44 Z D BRE 1.3 © -0.7 © 0.5 ©
45 Z Dt (2 -0.6 © 2.8 © 5.1 ©

E4 | 46 | Level | LabERiE HPLC;% -0.6 [©) 0.2 © 0.5 ©
47 | Level Il LabEB3 HPLC:% 2.3 © 1.9 © 1.2 ©
48 Z D HPLC:% 2.4 © 0.7 © -1.1 ©)
49 Method 325 | ®REZ(GRERETELET)| O 2.3 © 1.9 © 2.8 ©
50 Methodz2E fEE(REREZLED)| O 0.4 © 0.2 © -1.9 ©
51 Method 2§ (2 @) 2.3 © -1.6 © 0.5 ©

© |+5 %A
FRmE O  [#5.1 %~6.0 %LLA
X |£6.1 %LIsb
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