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S H > 8 8

How 3R e (n) 43 43
¢ i~ # (Median) 15.7 (U/g Hb) 5.3 (U/g Hb)
T2 (Mean) 15.6 (U/g Hb) 5.4 (U/g Hb)

%% (SD) 0.9 0.3
%3 ik (CV) 5.8% 5.6%

G6PD t& &% & 4 [l 14.0 ~ 17.4 (U/g Hb) 5.0 ~ 6.0 (U/g Hb)

Hb 1 5% & # ] 1.9 ~ 2.4 (g/dL) 1.9 ~ 2.4 (g/dL)
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G6PD & BNl mE Gat4ER K SDI 53

4% LotNo © AH1220N (2019-01-28 ~ 2100-12-31) Change
e[ fi 2
A EA BE .
| HRERELLL - Lab008 |
Control N Control D
QC Control Lot No. AHI220N AHI1220D
BRI Month CUM Month CUM
PRI (2020/11) (2020/09/05~2020/11/30) (2020/11) (2020/09/05~2020/11/30)
ZETEEE (N) 8 26 8 26
ZEHF{E (Mean) U/gHb 15.7 15.1 52 52
EEHEHESE (SD) 0.6 0.6 0.2 0.1
BT EAE (CV) % 3.8 4.0 3.8 1.9
H#Z{g (Target) U/gHb 14.4 14.4 5.3 5.3
47 (TE) % 16.7 12.8 9.6 5.7
B K EFHEERFE (TEa) % 20 20 20 20
o 29 | 3.8 4.8 >6
7= (Bias)% = { [ | FETFI{E (Mean) - HIZ{E (Target) | ]/ BHE(E (Target) } x 100%
H83R7E (TE, Total Error)% = $R7E (Bias)% + 2 x Rt R{AH (CV)
o (Sigma) = (TEa% - 557 (Bias)%) / B RAE (CV)
A%zt 2020~ 11~ Change ; ZEFHARI (CUM): 5 2020 ~ 09 © 05 « & 2020 ~ 11 - 30 - Change
[TOP]
Control N X Control D SDI
~
53 i
Lot No.: AHI220N ; fEgHAR] © 2020-09-05 £ 2020-11-30 ; H{E(E (Target) : 14.4 ; 2 HEZE (SD) : 1.30 (o)
Lot No.: AH1220D ; H#ERHARS © 2020-09-05 % 2020-11-30 ; FAE{E (Target) : 5.3 ; {543 (SD) : 040 () Hifir : Lab008
Lab008
+3 5.0,
+2 5.0,
1 5.0, q * . * e
' [ ] . [ ] . * * . [ ] [ ] * . -
Target ‘5"‘17"‘5""3""! . g 8 ; — oo —* 5—=8 - = O
-1 5.0, o =) o o o
-2 5.0,
-3 5.0,
Date 09-05 09-09 09-12 09-13 09-16 09-19 09-23 09-26 09-30 10-03 10-07 10-10 10-14 10-17 10-21 10-24 10-28 10-31 11-04 11-07 11-11 11-14 11-18 11-21 11-25 11-28
A4zt 2020~ 11~ Change ; ZEFHARI (CUM): 4 2020 ~ 09 ~ 05 ~ & 2020 ~ 11 - 30 - Change
[TOP]

Control N SDI 4 fil&]

Lot No.: AHI220N ; FzBRHART © 2020-09-05 Z 2020-11-30 ; FHE(E (Target) : 14.4 ; 20452 (SD) -

1.30 BE{i7 : Lab008

Lab008
+3 5.0,

+2 5.0,

+1 5.0,

Target . o

-1 5.D.

=2 5.0,

=3 5.D.

Date 09-05 09-09 09-12 09-13 09-16 09-19 09-23 05-26 09-30 10-03 10-07 10-10 10-14 10-17 10-21 10-24 10-26 10-31 11-04 11-07 11-11 11-14 11-15 11-21 11-25 11-26

Hé&st o 2020 - 11 -

Change ; ZEHHAMEI(CUM): B 2020 ~ 09 ~ 05 ~ %&£ 2020 ~ 11 ~ 30 - Change

[TOP]



Control D SDI 4 filE]

Lot No.: AH1220D ; fgBgHAR © 2020-09-05 Z= 2020-11-30 ; HFZ{H (Target) : 5.3 ; £ 5484E3 (SD) : 0.40 FRAIL : Lab008
Lab008
+3 5.0,
+2 5.0,
+1 5.0, o
o
Target =] E] & = =
o o o [=] o o o o o [=] [=] [=] o [w]
-1 5.0, o o o S
=2 5,0,
=3 5.0,
Date 09-05 09-09 09-12 09-13 09-16 09-19 09-23 09-26 09-30 10-03 10-07 10-10 10-14 10-17 10-21 10-24 10-28 10-31 11-04 11-07 11-11 11-14 11-18 11-21 11-25 11-28
H4ist © 2020 ~ 11 - Change ; ZEEHHARI (CUM) : H 2020 ~ 09 ~ 05« £ 2020 ~ 11 ~ 30 ~ Change

[TOP]




ZARER AL GOPD ¥ Bl N mMESETER (BF—

JE$Z LotNo : | AHL220N (2019-01-28 ~ 2100-12-31) /| Change |

)

#EE Reagent Kit * |4—Lanner Vl Change |
BIENME—
R4tk

GEtAL :

| [ [ Control N (Lot No.: AH1220N) Il Control D (Lot No.: AH1220D) |
) E] Reagent Kit Target || Mean | n for D CV| TE ||TEa - Target || Mean || n for D CV|| TE ||TEa -

UnitID (Code) (U/gHb) || (U/gHb) || Mean (%) (%) |[ (%) (U/gHb) || (U/gHb) || Mean (%) (%) |[ (%)
Lab006 4 162 | 164 | 4 Jo.1fo.6]2.5] 20 |>6][][ 53 57 |4 Jo-ars8][rr.1] 20 |[>6]
Lab007 4 164 | 165 | 8 Jos|3.0]e7]20]>6]] 538 5.8 8 [o.1][1.7][3.4][ 20 |[>6]
Lab008 4 14.4 15.7 8 |l0.6][3.8]16.7][ 20 |[2.9]][ 5.3 5.2 8 ]l0.2]3.8]9.6] 20
Lab009 4 159 | 152 | 4 Jo2f13]70]20 [>6][] 52 5.2 4 Joa][1.9][3.8][ 20 ][>6]
Lab010 4 159 | 148 | 3 Jos|4.1]150] 20 [32]] 52 5.2 3 Jlo2]3.8][7.7] 20 |[5.3]
Lab011 4 168 | 166 | 4 Jo3][1.8]48] 20 >6][] 5.6 5.6 4 Jo2][3.6][7.1]] 20
Lab012 4 148 | 144 ] 8 Jo2][r4] 5.5 20 |>6][][ 5.1 53 8 Jo.1][1.9][7.7][ 20 |[>6]
Lab029 4 155 |[ 151 | 4 Jos][3.3][92] 20 |[53][]] 54 54 |4 Joafro]3.7][20 |[>6]
Total - 156 | 43 Jo.9]5.8 - - - 54 43 Jo3]56] - - 1-]

72 (Bias)% = { [ | BEHPH9E (Mean) - ERA (Target) | 1/ EEME (Target) } x 100%
4R (TE, Total Error)% =

FRE (Bias)% + 2 x
o (Sigma) = (TEa% - Z&7= (Bias)%) / BT E&GE (CV)

x RETBRAE (CV)

[TOP]
RETHETR
Zati : g [2019 v][02 ][0t V] 2 [2020 v][11 V][30 V]| Change |
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)

. E] Reagent Kit || Target | Mean | n for D CV|| TE ||TEa Target || Mean || n for SD CV| TE ||TEa -
UnittDL |- e[ 2] [ (UZgHb) || U/gHb) |[Mean | >2l96) | (%) || %) (U/gHb) || (U/gHD) |[Mean > [ (%6) || (%) |[ (%)
Lab006 4 162 | 160 ] 72 Jo.8][5.0]11.2] 20 |3.8][][ 5.3 54 | 72 Jo-2]3.7][93] 20 J[4.9]
Lab007 4 16.4 16.6 || 71 Jlo.6][3.6]84] 20 [52]]] 5.8 5.8 71 Jjo.1][1.7][3.4 [ 20 |[>6]
Lab008 4 14.4 14.8 | 191 Jlo.8][5.4]13.6] 20 [[32][ 5.3 51 | 191 Jfo.2][3.9][11.6] 20
Lab009 4 15.9 163 || 64 Jlo.6][3.7]9.9] 20 [[47][]] 52 55 64 0.2]3.6][13.0] 20
Lab010 4 15.9 164 || 48 Jl0.9][5.5]14.1]] 20 |[3.1 5.2 55 48 [0.3][5.5][16.7][ 20 |[2.6
Lab0l11 4 168 | 165 ] 56 Jo.6][3.6]9.1][20 J5.1][ 56 56 | 56 Jo-2]3.6][7-1][20][5.6]
Lab012 4 14.8 15.1 ][ 109 J[o.5][33] 8.6 ][ 20 [[5.4]][ 5.1 53 [ 109 Jo.2]3.8][11.5] 20 J[4.2]
Lab029 4 15.5 152 | 83 Jlo.8][s.3]12.5][ 20 [3.4][ 5.4 52 83 Jlo.2]3.8]11.4] 20 ][4.3]

Total - - 156 [ 695 [rolle4] - I - -1 - 53 ][695 J[03][5.7] - [ - I[-]
72 (Bias)% = { [ | REHPYME (Mean) - HFEUE (Target) | 1/ HAE{H (Target) } x 100%

4872 (TE, Total Error)% = 3828 (Bias)% + 2 x ReT#E(4E (CV)
o (Sigma) = (TEa% - &%= (Bias)%) / BETEREHE (CV)
[TOP]
. Reagent
Reagent Kit Code
Lanner 4




ZiubR B GOPD E Bl NEmERETER (R

312 LotNo : |AH1220N (2019-01-28 ~ 2100-12-31) v|| Change |

¥E1¥ Reagent Kit : |4 - Lanner v| Change

SIEN#EFR_

Control N A $RETH RETHs T2 FEEBSR

Control N (Lot No.: AH1220N)
Month (2020/11) CUM (2019/02/01~2020/11/30)

Uni DE Reagent Kit || Target Mean || n for D CV| TE || TEa - Target Mean || n for D CV| TE || TEa -
nitl (Code)E] (U/gHb) || (U/gHb) || Mean @) || %) | %) (U/gHb) || (U/gHb) || Mean @) || @) | (%)
Lab006 4 16.2 16.4 4 0.1 0.6 2.5 || 20 ||>6 16.2 16.0 72 110.8 5.0 || 11.2] 20 ||3.8
Lab007 4 16.4 16.5 8 0.5(3.0( 6.7 || 20 ||>6 16.4 16.6 71 |10.6( 3.6 84 | 20 ||5.2
Lab008 4 14.4 15.7 8 0.6 3.816.7] 20 ||2.9 14.4 14.8 191 [[0.8] 54| 13.6] 20 |3.2
Lab009 4 15.9 15.2 4 02 1.3 7.0 || 20 ||>6 15.9 16.3 64 |10.6( 3.7 9.9 | 20 ||4.7
Lab010 4 15.9 14.8 3 0.6 4.1[15.0] 20 |3.2 15.9 16.4 48 ||0.9] 5.5 14.1| 20 |[3.1
LabO11 4 16.8 16.6 4 0.3] 1.8 4.8 || 20 ||>6 16.8 16.5 56 |(0.6]/ 3.6 9.1 || 20 ||5.1
Lab012 4 14.8 14.4 8 0.2] 1.4 | 55 | 20 ||>6 14.8 15.1 109 |[0.5]/ 3.3 ]| 8.6 || 20 ||5.4
Lab029 4 15.5 15.1 4 0.5(3.3 | 9.2 | 20 ||5.3 15.5 15.2 83 [[0.8) 5.3 ([ 12.5] 20 ||3.4

Total - - 15.6 43 ||0.9] 5.8 - - - - 15.6 695 [[1.0]| 64| - - -

5872 (Bias)% = { [ | BEHFHME (Mean) - HE{E (Target) | 1/ BAE{E (Target) } x 100%
4EER= (TE, Total Error)% = g2 (Bias)% + 2 x BETEE(4E (CV)
o (Sigma) = (TEa% - &= (Bias)%) / REBEMAHE (CV)

Bzt : [2020 v][11 V] | Change | FEHRT (CUM) : 1 [2019 V| [02 v][01 V| [2020 v][11 V|[30 V|| Change |
[TOP]
Control D H 45T Retist Z Ehiek
Control D (Lot No.: AH1220D)
Month (2020/11) CUM (2019/02/01~2020/11/30)

Uni DE Reagent Kit || Target Mean || n for D CV| TE || TEa - Target Mean || n for D CV| TE || TEa -
nitl (Code)E] (U/gHb) || (U/gHb) | Mean @) || (%) || %) (U/gHb) || (U/gHb) || Mean @) || (%) || (%)
Lab006 4 53 5.7 4 0.1] 1.8 |[11.1 || 20 ||>6 53 5.4 72 (0.2 3.7 9.3 || 20 ||4.9
Lab007 4 5.8 5.8 8 0.1 1.7 | 3.4 || 20 ||>6 5.8 5.8 71 ([0.1( 1.7 || 3.4 || 20 || >6
Lab008 4 53 5.2 8 0.2] 3.8 9.6 || 20 |[4.8 5.3 5.1 191 ||0.2][ 3.9 11.6( 20 ||4.2
Lab009 4 5.2 5.2 4 0.11 1.9 3.8 || 20 ||>6 5.2 5.5 64 (0.2 3.6 13.0( 20 ||4.0
Lab010 4 5.2 5.2 3 0.2 3.8 7.7 || 20 |[5.3 5.2 5.5 48 |10.3] 5.5 16.7] 20 |[2.6
Lab011 4 5.6 5.6 4 0.2113.6( 7.1 || 20 [[5.6 5.6 5.6 56 1|0.2|[3.6] 7.1 || 20 ||5.6
Lab012 4 5.1 5.3 8 0.1 L9 7.7 || 20 [|>6 5.1 5.3 109 ||0.2|[ 3.8 | 11.5( 20 || 4.2
Lab029 4 54 5.4 4 0.1 1.9 3.7 || 20 ||>6 5.4 5.2 83 ||0.2] 3.8 | 11.4] 20 [[4.3
Total - - 5.4 43 1|0.3]15.6 - - - - 53 695 ||10.3) 5.7 - - -

$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%

4&zR7= (TE, Total Error)% = 27 (Bias)% + 2 x RaTER(4E (CV)

o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)

Bt : [2020 v[[11 V] Change EHEART (CUM) : 1 [2019 v][02 v][01 v| 7 [2020 v|[11 v|[30 V|| Change

[TOP]
Reagent Kit Rg% %e:t

Lanner 4
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