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5 MethodB EE %EiE A=V O)=AI - FAT T/ RAT4v I RAKEK &1 ERARIAHE0FvTdwALc/E FOR5600
6 i %EiE BAAT VIR GRS Determiner HbAlc onJCA-BM9130
7 gk BIATYIRBR ST Determiner HbAlc on DM-JACK
8 fEiE BAAT VIR GRS Determiner L HbAlc on JCA-BM9130
9 gk BIATYIRBER ST Determiner L HbAlc on DM-JACK
10 Method,,{’u BRE BIATYIRBRA ST MetaboLead HbAlc on JCA-BM9130
11 Method32 3 SEiE O |ty hT AT 4% AHbALC/Alc GEAR
12 MethodZ2E fEiE O |k &£tyhT AT 4% AHbALC/ALC iGear
13 Method3E 3 SEE O D= AVRANRT T BATY I RAT1O AKX R4 |[DCA2000+ IDCANLT—
14 Method3E 3 SEE V=AU RNNARGT T - BAT T/ RATA VAR EM  [T1A 3> EXL200
15 MethodZ23 BRE HKAT1hIL XS4 Norudia N HbA1c/EV800
16 MethodZ2 HPLC:% BKAT1HIL XS4 RC20
17 MethodZZ ;] HPLC;% RY—HAEt HLC-723 G7, 1.2 min Standard Analysis Mode
18 Methodz2E HPLC& RV HLC-723 G8, 1.0 min Standard Analysis Mode
19 Methodz2E HPLC:& B—HAE HLC-723 G9
20 MethodZ25E HPLC% B At HLC-723 GX
e e . TILBYH T SHOALCEE R IEZE DT EE
21 Methodz® fEiE O |BXRABEIZEKASH CHM-AL00 LA 5 =
22 Methodz25E [N BAEFHARH BM Test HbA1c/JCA-BM 6010
23 MethodZ2EE HPLC% N7 SR SRS -t J1)aNESOEV S HTEEVARIANT Il TURBO
24 MethodE2EE HPLC;% N7 SR SRS - SUINESTOE VS HTEED-10
25 Methodz25E BRE B bt 5T RAELALC
26 Methods2EE REX ErXLEABKASH SET4 77—k HbAlc-L/HITACHI 7170s
27 Methodz2 5E REX Hstai—TLAI— ASr—HbAlc/H 317180
28 Method B EE gk et —T LI — AU —HbAlc I1/H 317180
. . A Spotchem Banalyst HbAlc/Spotchem
29 | Methodi2 REE o e ak Banalyst SI-3610
30 Sk OY - BAT7 T/ ATav o AR S cobas c501
31 fEiE O |22 BATTI/RAT4vI AR E4 cobas b 101
32 %EiE AT EA St Autokit HbAlc on Hitachi 7170S
33 | Levell Labuwl'l: HPLC:% BRAESHIRT—ILIL ADAMS Alc HA-8160
34 | LevellLabZBEE HPLC:% #HXetE— T LA-T/)L BMLIAHE HY—HLC-723GX
35 | Level Il LabsR5E EiE R R R AT OLIE T A3 —L HbA1c/JCA-BM9130
36 | Level ll LabsR:E HPLC:% #AEH TRMEYHAER FRXAM Tosoh G8
37 ZDih HPLC:% ABWFFEN FEAT1HIL B3R HA-8170(7—4YL A#t )
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40 Z D1 BRE EREEAN FHils $EHARER /L T4 7N HbALc/TBA-120FR
41 Z Db BRE RERIFHIR BIAT VIR AFHR)—FHbAlc
42 Z Dt BRE LSIATAIVR F—ILAT7Ir)—, Y JHbALC
43 Method=2 ZF fEE Boditech Med. ichroma HbAlc
44 Method2 ZE EE O |Samsung electronics HME Samsung LABGEOPT HbAlc Test
[ K Dept. of Laboratory Medicine, . .
45 | Level | LabzR:E HPLC% Seoul National University Bundang Hospital Variant Il Turbo 2.0, Bio-Rad
46 Level | LabZREE HPLC% Seegene Medical Foundation Tosoh HLC-723 G8
47 | Level Il LabgR5E HPLC%k Korea Association of Health Promotion HLC-723G8
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BIEE MEER X 5 E3]) E s & 55POCT
A—hH— 8(8) — 8(8) —
HPLC;% BB BERER 3(3) — 3(3) —
EEEE 3 3(3) 6(3) —
A—H— 17(17) 2(2) 19(19) 7(7)
REE EREEREM 1(1) — 1(1) —
EEE — — —
A—hH— 5(5) — 5(5) —
ERiE ERBERER 2 — 2 —
EEHE 1 — 1 —
A—H— 2(2) — 2 2(2)
TI1=T4—i& | BREERERN — — — —
EEES — — — —
it 42(36) 5(5) 47(41) 9(9)

#3 PT#BtoMEdk, SRLs TOMEM & Bkl

(HbAlc Unit : NGSP%)

Hih HE2 HEs
SRLs BIE % U IVEF—2m U IVEF—2m LU IVRF—2m
) @ [F8E[ @ @ [F8E[ @ 2 [FiE
ASRL#1 KO500 HPLC 5.251 | 5.216 | 5.234 | 5.763 | 5.777 | 5.770 | 6.420 | 6.404 | 6.412
SRL#3EH#ID
(s 5.15 5.15 5.150 5.65 5.70 5.675 6.35 6.35 6.350
BiR(E 5.234 5.770 6.412

XASRL#1 & SRL#3, #9 L DEIZF0.1NTH S,




K4 ERERER

1. 2K (ER+EMN) (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 47 46 47
Min 4.700 5.300 6.000
Max 5.480 5.945 6.700
Mean 5.1716 5.7190 6.4117
SD 0.129 0.122 0.134
CV(%) 2.5 2.1 2.1
2. BN (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 42 41 42
Min 4.700 5.300 6.000
Max 5.480 5.945 6.700
Mean 5.1682 5.7213 6.4179
SD 0.134 0.128 0.140
CV(%) 2.6 2.2 2.2
3. ESNN(RE (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 5 5 5
Min 5.100 5.650 6.300
Max 5.300 5.800 6.400
Mean 5.2000 5.7000 6.3600
SD 0.071 0.061 0.042
CV(%) 1.4 1.1 0.7




Scattering Plot : All(Mean)
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Scattering Plot : Domestic(Mean)
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Method |HPLC (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 17 17 17
Min 5.100 5.650 6.350
Max 5.480 5.945 6.650
Mean 5.2438 5.7924 6.4524
SD 0.092 0.080 0.080
CV(%) 1.8 14 1.2
Method |Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 20 20 20
Min 4.985 5.550 6.100
Max 5.350 5.800 6.650
Mean 5.1293 5.6690 6.3778
SD 0.094 0.067 0.112
CV(%) 1.8 1.2 1.8
Method |[Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 8 8 8
Min 4.700 5.300 6.000
Max 5.400 5.900 6.700
Mean 5.1356 5.7156 6.4381
SD 0.210 0.207 0.214
CV(%) 4.1 3.6 3.3
Method |Affinity (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 2 1 2
Min 5.050 5.500 6.100
Max 5.200 5.500 6.500
Mean 5.1250 5.5000 6.3000
SD 0.106 0.000 0.283
CV(%) 2.1 0.0 4.5




Scattering Plot : HPLC
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Scattering Plot : Affinity
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Method HPLC (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 14 14 14
Min 5.100 5.700 6.350
Max 5.480 5.945 6.650
Mean 5.2532 5.8086 6.4671
SD 0.092 0.073 0.080
CV(%) 1.7 1.3 1.2
Method Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 18 18 18
Min 4.985 5.550 6.100
Max 5.350 5.800 6.650
Mean 5.1214 5.6683 6.3836
SD 0.096 0.070 0.117
CV(%) 1.9 1.2 1.8
Method Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 8 8 8
Min 4.700 5.300 6.000
Max 5.400 5.900 6.700
Mean 5.1356 5.7156 6.4381
SD 0.210 0.207 0.214
CV(%) 4.1 3.6 3.3
Method Affinity (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 2 1 2
Min 5.050 5.500 6.100
Max 5.200 5.500 6.500
Mean 5.1250 5.5000 6.3000
SD 0.106 0.000 0.283
CV(%) 2.1 0.0 4.5
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1. 24 @R +EN (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 47 46 47
Min -0.534 -0.470 -0.412
Max 0.247 0.175 0.288
Mean -0.0619 -0.0510 -0.0003
SD 0.129 0.122 0.134
2. EA (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 42 41 42
Min -0.534 -0.470 -0.412
Max 0.247 0.1750 0.288
Mean -0.0653 -0.0487 0.0059
SD 0.134 0.128 0.140
3. E4t (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 5 5 5
Min -0.134 -0.120 -0.112
Max 0.066 0.030 -0.012
Mean -0.0335 -0.0700 -0.0520
SD 0.071 0.061 0.042
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1. 2K (ER+EN) (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 47 46 47
Min(%) -10.2 -8.1 -6.4
Max(%) 4.7 3.0 4.5
Mean(%) -1.2 -0.9 0.0
SD(%) 2.5 2.1 2.1
2.BH (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 42 41 42
Min(%) -10.2 -8.1 -6.4
Max(%) 4.7 3.0 4.5
Mean(%) -1.2 -0.8 0.1
SD(%) 2.6 2.2 2.2
3. B (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 5 5 5
Min(%) -2.6 -2.1 -1.7
Max(%) 1.3 0.5 -0.2
Mean(%) -0.6 -1.2 -0.8
SD(%) 14 1.1 0.7

Bias and Relative Bias : All
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Bias and Relative Bias : Domestic
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9 REEE : EER ()
Method |HPLC (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 14 14 14
Min 5.100 5.650 6.350
Max 5.480 5.945 6.650
Mean 5.2461 5.8014 6.4564
SD 0.100 0.083 0.087
CV(%) 1.9 1.4 1.4
Method |Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 20 20 20
Min 4.985 5.550 6.100
Max 5.350 5.800 6.650
Mean 5.1288 5.6702 6.3784
SD 0.094 0.067 0.112
CV(%) 1.8 1.2 1.8
Method |Enzymatic assay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 5 5 5
Min 4.700 5.300 6.000
Max 5.400 5.900 6.600
Mean 5.1270 5.6750 6.3810
SD 0.271 0.247 0.240
CV(%) 5.3 4.4 3.8
Method |Affinity (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 2 1 2
Min 5.050 5.500 6.100
Max 5.200 5.500 6.500
Mean 5.1250 5.5000 6.3000
SD 0.106 0.000 0.283
CV(%) 2.1 0.0 4.5
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#* 10 RHEEE - JEiEn] (EW)

Method HPLC (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 11 11 11
Min 5.100 5.700 6.350
Max 5.480 5.945 6.650
Mean 5.2586 5.8245 6.4764
SD 0.101 0.072 0.088
CV(%) 1.9 1.2 14
Method Immunoassay (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 18 18 18
Min 4.985 5.550 6.100
Max 5.350 5.800 6.650
Mean 5.1214 5.6683 6.3836
SD 0.096 0.070 0.117
CV(%) 1.9 1.2 1.8
Method Enzymatic assa (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 5 5 5
Min 4.700 5.300 6.000
Max 5.400 5.900 6.600
Mean 5.1270 5.6750 6.3810
SD 0.271 0.247 0.240
CV(%) 5.3 4.4 3.8
Method Affinity (NGSP%)
Sample 1 2 3
T.V. 5.234 5.770 6.412
n 2 1 2
Min 5.050 5.500 6.100
Max 5.200 5.500 6.500
Mean 5.1250 5.5000 6.3000
SD 0.106 0.000 0.283
CV(%) 2.1 0.0 4.5
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PRERUST & Z D & IV D — — DR

Method  [All (NGSP%)| Method [All (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.234 5.770 6.412 T.V. 5.234 5.770 6.412
n 36 35 36 n 6 6 6
Min 4.700 5.300 6.000 Min 5.100 5.650 6.400
Max 5.350 5.900 6.650 Max 5.300 5.900 6.700
Mean 5.1643 5.7136 6.4069 Mean 5.1917 5.7667 6.4833
SD 0.142 0.133 0.142 SD 0.080 0.088 0.113
CV(%) 2.7 2.3 2.2 CV(%) 1.5 1.5 1.7
Method [HPLC (NGSP%)| Method |HPLC (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.234 5.770 6.412 T.V. 5.234 5.770 6.412
n 11 11 11 n 3 3 3
Min 5.100 5.700 6.350 Min 5.200 5.700 6.400
Max 5.480 5.945 6.650 Max 5.300 5.800 6.450
Mean 5.2586 5.8245 6.4764 Mean 5.2333 5.7500 6.4333
SD 0.101 0.072 0.088 SD 0.058 0.050 0.029
CV(%) 1.9 1.2 1.4 CV(%) 1.1 0.9 0.4
Method [Enzymatic assay (NGSP%)| Method |Enzymatic assay (NGSP%)
Sample 1 2 3 Sample 1 2 3
T.V. 5.234 5.770 6.412 T.V. 5.234 5.770 6.412
n 5 5 5 n 3 3 3
Min 4.700 5.300 6.000 Min 5.100 5.650 6.400
Max 5.400 5.900 6.600 Max 5.250 5.900 6.700
Mean 5.1270 5.6750 6.3810 Mean 5.1500 5.7833 6.5333
SD 0.271 0.247 0.240 SD 0.087 0.126 0.153
CV(%) 5.3 4.4 3.8 CV(%) 1.7 2.2 2.3
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12 FHEAER - AR N TR
B 1 HE1 k1
(NGSP®%)| B4E1E 5.234 5.770 6.412
o 185t i /x| x|
E A4 No. |BREE4414T BIE & POCT | . EEfl | MNATA | SRME | MNATA | BRME
NAT R (%) %) %)

ER | 1 HPLCsk 1.6 © 1.2 ©)] 1.5 ©
2 HPLCik 0.3 ©) 0.3 ©)] 1.5 ©
3 Method B2 §F HPLCE -0.6 ©) -1.2 © -0.2 ©
4 Method B2 B HPLCik 1.3 © 0.5 © 1.4 ©
5 Method B2 &L HPLCik -0.6 ©) 0.5 ©)] -0.2 ©)]
6 Method B HPLCk 2.2 © 2.3 © 1.4 ©
7 Method 82 & HPLCik -2.6 (©)] 0.5 © -0.2 ©
8 MethodE2§ HPLC -0.6 ©)] 2.3 © 3.7 ©
9 |Level | LabBEEE HPLCik -0.6 © 1.4 © 0.6 ©
10 |Level | LabsREE HPLCik 0.3 ©) -0.3 ©)] -1.0 ©)]
11 |Level Il LabEBRE| HPLCik 47 © 3.0 © 2.5 ©
12 | MethodEBiE s -4.5 © -3.8 © -4.9 ©
13 | MethodEBEE REE -2.6 ©)] 2.1 © -1.7 ©
14 | MethodEREE R -3.5 © -1.2 © -0.2 ©
15 | MethodERiE REE -2.6 © -2.9 ©) -1.0 ©
16 | MethodSEE REE -0.6 © -1.2 © -1.7 ©
17 | MethodEBiE s () -1.6 © -1.2 © -0.2 ©)
18 L (0] -4.5 ©) -2.9 © -1.7 ©)]
19 | MethodEREE % (0] 0.3 ©) 2.1 © -0.2 ©
20 | MethodEBiE REE 4.7 © -3.8 ©) -1.7 ©)
21 | MethodZEE REE (@] -1.6 ©) 2.1 © 3.7 ©
22 | MethodBBiE s -2.6 © -1.2 © 1.4 ©)
23 s 4.1 © -0.4 © 1.8 ©)
24 | MethodB2EE % -3.1 © -1.1 © 0.2 ©
25 | MethodBiE REE (] -0.6 © -0.3 © -1.7 ©
26 | MethodS2iF REE -0.6 ©)] 0.5 ©) 0.6 ©
27 | MethodB2iE s 2.2 ©) -1.2 © -0.2 ©
28 | MethodEBiE s -1.6 ©) -3.3 © -0.8 ©
29 |Level Il LabEREE % 2.4 © -1.2 © 0.4 ©
30 | MethodEBiE BRE 1.1 © 1.0 © 1.0 ©
31 | MethodZREE [ S -3.5 © -3.8 © -1.7 ©
32 | MethodBZiE BRE -0.7 © 0.5 © 1.8 ©
33 | MethodEBiE BXRE -10.2 X -8.1 X -6.4 X
34 | MethodSZEE [LE 3.2 ©) 2.3 © 2.9 ©
35 | MethodB8E |[724=T4—% O -3.5 ©) -4.7 ©) 1.4 ©
36 | MethodBBfF [724=T4—i% O -0.6 ©)] — © -4.9 ©
37 ZDith HPLCik -0.6 © -0.3 © 0.6 ©
38 Zz M HPLCik 1.3 ©) 0.5 ©) 0.6 ©)]
39 T4 HPLCik -0.6 © -1.2 © -0.2 ©
40 Z D BRE -2.6 © 0.5 © 1.4 ©
41 Z DM BRE -2.6 ©) 2.1 © -0.2 ©)]
42 ZF 0 BRE 0.3 ©) 2.3 © 45 ©

E4 | 43 |Level | LabBEEE HPLCik -2.6 ©) -1.2 ©)] -0.2 ©)]
44 |Level | LabSBEE HPLC3E -0.6 ©)] 2.1 © -1.0 ©
45 |Level Il LabEBEE| HPLC 1.3 © 0.5 ©)] -0.2 ©
46 | MethodE2EE L -0.6 © -1.2 © -1.0 ©
47 | Method BB EE REE () -0.6 ©) 2.1 © -1.7 ©

© |[+5%LA
FmEE O [+5.1%~6.0 %A
X |+6.1 % Lo
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