G6PD & ERERM B m E Giat&ER ke SDI -4

#5845 LotNo : AH1220N (2019-01-28 ~ 2100-12-31) ~ Change

FEEZ
A EA BE .
| BBREE(r : Lab0l4
‘ | Control N Control D
| QC Control Lot No. | AHI1220N AH1220D
BRI Month CUM Month CUM
ARATE (2020/08) (2020/06/02~2020/08/31) (2020/08) (2020/06/02~2020/08/31)
FEHEE (N) 8 25 8 25
Z - FH{E (Mean) U/gHb 16.5 15.7 5.6 5.7
| ZEHEAESE (SD) | 02 | 1.3 03 0.2
B FAH (CV) % 12 8.3 5.4 35
Ef51{& (Target) U/gHb 16.6 16.6 5.4 54
gaza5e (TE) % 3.0 22.0 14.4 12.6
\ F 75 HF R (TEa) % [ 20 | 20 20 20
\ o R 1.8 |30 4.1
7= (Bias)% = { [ | ZETEEME (Mean) - HEE(E (Target) |1/ EFE{E (Target) } x 100%
4H5R7Z (TE, Total Error)% = 5772 (Bias)% + 2 x RETEE(AE (CV)
o (Sigma) = (TEa% - 527 (Bias)%) / BT FAHE (CV)
A%t : 2020 ~ 08~ Change ; ZEHARI (CUM): & 2020 ~ 06 ~ 02 ~ & 2020 ~ 08 + 31 - Change
[TOP]
Control N £z Control D SDI
AN
PaKiii
Lot No.: AH1220N ; f&EgHAR] :© 2020-06-02 % 2020-08-31 ; HFZE{H (Target) : 16.6 ; ZF1THEZ (SD) : 0.60 (@)
Lot No.: AH1220D ; #E#HARST : 2020-06-02 5 2020-08-31 ; E#Z{H (Target) : 5.4 ; &4 (SD): 020 (o) HAfir : Lab014
Lab014 5
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o o
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Date 0;—02 O;—O! 06'-09 0;—12 0;—16 06'-19 0;—23 0;—30 0F=03 07=07 07=-10 07=14 07=17 07-21 07=-24 07=-28 07-31 08-04 08-07 08-11 08-14 08-18 08-21 05-25 05-28
BA%st: 2020 - 08 « Change ; ZEFHART (CUM): [§ 2020 « 06 ~ 02 ~ % 2020 ~ 08 ~ 31 ~ Change
[TOP]
Control N SDI 43 [E]
Lot No.: AHI1220N ; #ERHHRE © 2020-06-02 Z 2020-08-31 ; FAZ{E (Target) : 16.6 ; Ff&s#52 (SD) : 0.60 Iz : Lab014
Lab014
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Date 0;—02 0;—05 06'-09 0;—12 0;—16 06'-19 0;—23 0;—30 0F=03 07=07 07=-10 07=-14 07=-17 07-21 07-24 07=-28 07-31 08§-04 05-07 08-11 05-14 05-18 08-21 05-25 05-28
H%tst© 2020 ~ 08 ©+ Change ; ZEHHARI(CUM): H 2020 ~ 06 ~ 02 ~ & 2020 © 08 © 31 + Change

[TOP]



Lot No.: AH1220D ; BRERHARS © 2020-06-02 Z 2020-08-31 ; EFE{H (Target) : 5.4 ; 243 (SD) : 0.20
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+2 5.0,
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-2 5.0,
=3 5.D.

Date

. Control D SDI 43-{fil&

BE(l : Lab014

& &

06-02 06-05 06-09 06-12 06-16 06-19 06-23 06-30 07-03 07-07 07-10 07-14 07-17 07-21 07-24 07-28 07-31 08-04 08-07 08-11 08-14 08-18 08-21 08-25 08-28

B4t : 2020 + 08~ Change ; ZE[HARG (CUM): [5 2020 v 06 v 02 ~ % 2020 ~ 08 » 31 v Change

[TOP]




Ziak i G6PD ¥ Efule NWEmESETER (BF—)

342 LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) V| Change [

GEtA®

1B Reagent Kit © |3 - Innovation

v| Change I

A&st®

SR —

Control N (Lot No.: AH1220N)

Control D (Lot No.: AH1220D) |

Reagent Kit || Target || Mean | n for CV| | TE || TEa Target || Mean |[n for CV|| TE ||TEa

Uniupl L] (Code) (U/g%lb) (U/gHb) [ Mean||>L| )| %) || ° (U/g%{b) (U/gHb) [Mean| 2| @) %) [ @) || ©
Lab004 3 17.1 173 || 4 23][5.8][ 20 6] 5.6 5.4 4 3.7//11.0{[ 20 [4.4
Lab013 3 158 | 159 || 9 02| 1.3]3.1] 20 |[>6][]| 5.2 5.3 9 Jlo2|[3.8] 9.5 20 [4.8
Lab014 3 16.6 |[ 165 | 8 Jo2][1.2]3.0] 20 [>6]] 5.4 5.6 8 |0.3][5.4][14.4] 20 3.0
Lab016 3 153 | 161 || 4 Jo.1]o.6]6.5][ 20 |>6][][ 52 5.2 4 Jlo.a][1.9] 3.8 20 [[>6
Lab044 3 177 || 170 || 8 02| 1.2]63] 20 |>6][] 5.6 5.4 8 |o.1][1.9] 7.3 ] 20 |>6
Total - - 16.5 || 33 Jlo.s][3.0] - ][ - [ - - 54 |33 Jlo2f37] - | - | -

R (Bias)% = { [ | BEFFESE (Mean) - HAEME (Target) | ]/ HFEME (Target) } x 100%
4E=R7= (TE, Total Error)% = g22= (Bias)% + 2 x BEERAE (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / BT ER/4E (CV)

[TOP]
RETHETR
SEHEARY ¢ B 2019 v||02 v|[01 V|7 2020 v||08 v||31 v|| Change
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
Reagent Kit|| Target || Mean || n for CV| TE ||TEa Target || Mean | n for CV| TE || TEa

Unitp[ 4] (Code)L L] ||(UrgHD) | (U/gHb) [Mean(>P 6| ¢6) 2| © | || Urgb) | (Urgtp) [Mean| > |@6)] @) || 24) | ©
Lab004 3 17.1 || 172 |[ 69 [o3][1.7][4.1 ] 20 >6][] 5.6 55 | 69 [o2][3.6]9.1]20]5.1
Lab013 3 158 | 159 [ 140 Jo2][1.3][3.1] 20 |[>6][]] 5.2 52 | 140 Jo2][3.8][7.7][ 20 [[5.3
Lab014 3 16.6 | 157 [ 25 |[1.3][8.3][22.0] 20 |[1.8][]] 5.4 57 | 25 Jo2|[3.5]12.6] 20 [[4.1
Lab016 3 153 | 161 [ 58 Jo2][12][7.7] 20 |>6][]] 52 53 | 58 Jo.1][1.9]5.7] 20 [[>6
Lab044 3 17.7 || 173 [ 147 [Jo.6][3.5][92 | 20 |[5.1][][ 5.6 55 | 147 Jo2|[3.6][9.1] 20 |[5.1
[ Toa [ - [ - [ 166 [439]osfl48] - - J[-JI - T 54 [430 o237 - ][ -]-]

B2 (Bias)% = { [ | &9 (Mean) - BE{H (Target) | ]/ EE{E (Target) } x 100%
faEas2 (TE, Total Error)% = $R7= (Bias)% + 2 x BEHEBR(AEL (CV)
o (Sigma) = (TEa% - 3222 (Bias)%) / BxTEREMAE (CV)

[TOP]
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Innovation




HheBaEEAr GOPD & Bl WElmERETER (BR2)

382 LotNo © |AH1220N (2019-01-28 ~ 2100-12-31) /| Change |

3% Reagent Kit © |3 - Innovation | Change |

BIENMEE=
Control N A 4aTEE BEeT4fst 2 Eb
R
Control N (Lot No.: AH1220N)
M onth (2020/08) Il CUM (2019/02/01~2020/08/31)
) |Z| Reagent Kit || Target || Mean | n for D CV| TE| TEa - Target | Mean || n for D CV|| TE || TEa -
UnitID: (Code)m (U/gHDb) || (U/gHb) | Mean (%) [[(%) || (%) (U/gHDb) || (U/gHb) || Mean (%)|[ (%) |[ (%)
Lab004 3 171 [ 173 | 4 Jo4]23][5.8][ 20 ]>6][][ 171 ] 172 ] 69 Jo.3][1.7] 4.1][ 20 ][>6]
Lab013 3 15.8 159 |[ 9 Jo2][13]3.1] 20 ]>6]| 15.8 159 [ 140 o.2][1.3][3.1] 20
Lab014 3 16.6 16.5 8 [o2][1.2][3.0] 20 [[>6][][ 16.6 15.7 | 25 |1.3][8.3][22.0] 20
Lab016 3 15.3 16.1 4 Jo.1]fo.6][6.5] 20 |[>6| ] 15.3 16.1 ][ 58 Jlo2][1.2][7.7] 20 |[>6]
Lab044 3 17.7 170 |[ 8 Jo2][12]e3] 20 |>6|| 17.7 17.3 | 147 Jo.6][3.5] 9.2 ][ 20 ][5.1]
Total - - 165 | 33 Jos|[3.0] -] - |- - 16.6 ][ 439 Jlos][48] - [ - -]

ER32 (Bias)% = { [ | BEFFI9ME (Mean) - BE{H (Target) | 1/ BE(E (Target) } x 100%
#HERZ= (TE, Total Error)% = g22= (Bias)% + 2 x REFEE(RE (CV)
o (Sigma) = (TEa% - $27% (Bias)%) / RaFEBEHE (CV)

At : FEHER (CuM) : & [2019 V| [02 V][0t V] 7 [2020 V| 08 v][51 V][ Change

[TOP]
Control D H#at B2 Ratéat 2 th
IR
Control D (Lot No.: AH1220D)
Month (2020/08) CUM (2019/02/01~2020/08/31)
Reagent Kit || Target | Mean || n for cv|[ 1 [TEa| || Target | M fi CV| TE | TE
) T g ge ean |l n for a
uniuol <] (Code) L] || (U/gHb) | Ughb) | Mean 3P| 96) | %) || @) | © ||| regHb) || (Urgkib) | Mean 3P o) ¢6) || 2%) || ©
Lab004 3 5.6 54 ] 4 Jo2|37][tro] 20 Jl44]][ 56 55 | 69 Jo.2][3.6][9.1] 20
Lab013 3 5.2 53 [ 9 Jo2]3.8][9.5] 20 [4.8][][ 52 5.2 ][ 140 J0.2][3.8]7.7][ 20
Lab014 3 5.4 56 | 8 Jo.3][5.4][14.4][ 20 [3.0][][ 5.4 57 ][ 25 J0-2][3.5][12.6] 20
Lab016 3 5.2 52 ][ 4 Joafro][38] 20 ]>6][ 52 53 | 58 Jo.a][1.9][5.7] 20
Lab044 3 5.6 s4 |8 JoaJrof[73][20]>6]][ 5.6 5.5 | 147 Jo.2][3.6][9.1][ 20
Total - - s4 |33 Jo23 7 - - -10 - 54 439 Jo2l[37] - I - -]
SA7E (Bias)% = { [ | B 9{H (Mean) - HAE{E (Target) | 1/ HAEME (Target) } x 100%
4HzR7= (TE, Total Error)% = §2 (Bias)% + 2 x Rl SR8 (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / RetBEAE (CV)
Rt : ZEHEAR (CUM) ¢ 5 [2019 v [02 V| o1 v| 5 [2020 v| 08 v|[31 w|[ Change |
[TOP]
Reagent Kit Rga(x) %eent

Innovation 3
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