QC Chart of Internal Quality Control (IQC)for G6PD Quantitative Test

Select LotNo : AE0909N (2016-01-01 ~ 2100-12-31) Change
Print Table
Lab018
Control N Control D
QC Control Lot No. AE0909N AE0909D
Duration of the Analyzin, Month CuM Month CUM
yzing (2019/07) (2019/05/01~2019/07/31) (2019/07) (2019/05/01~2019/07/31)
Runs (N) 8 ] 26 8 26
Mean (U/gHb) 139 | 14.1 53 5.4
SD [ 05 | 0.4 0.1 0.2
CV (%) 36 | 2.8 1.9 3.7
Target Value (U/gHb) 142 | 14.2 55 55
Total Error (%) 9.3 | 6.4 7.4 9.2
TEa (%) 20 | 20 20 20
G 50 | >6 >6 4.9
Bias (%) = [ (| Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2019 07 Change ; Cumulative: from 2019 05 01 to 2019 07 31 Change
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Control N SDI QC Chart
Lot No.: AE0909N ; Duration : 2019-05-01 to 2019-07-31 ; Target : 14.2 ; SD : 0.60 Lab018
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Month : 2019 07 Change ; Cumulative:from 2019 05 01 to 2019 07 31 Change
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Control D SDI QC Chart
Lot No.: AE0909D ; Duration : 2019-05-01 to 2019-07-31 ; Target : 5.5 ; SD : 0.20 Lab018
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Month : 2019 07 Change ; Cumulative: from 2019 05 01 to 2019 07 31 Change
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Control N and Control D SDI

QC Chart
Lot No.: AEO909N ; Duration : 2019-05-01 to 2019-07-31 ; Target : 14.2 ; SD: 0.60  ( ®)
Lot No.: AE0909D ; Duration : 2019-05-01 to 2019-07-31 ; Target : 5.5;SD: 020 (o) Lab018
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Month : 2019 07 Change ; Cumulative:from 2019 05 01 to 2019 07 31 Change
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Peer Group Statistics (Table 1)

Select LotNo : [AE0909N (2016-01-01 ~2100-12-31) V| Change |

Select Reagent Kit : |5 - Medicon v| Change |

Monthly
Month : (2019 V| |07 v|| Change
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

.4 ||ReagentKit| Target || Mean |n for sp|[CV/|| TE || TEa Target | Mean | nfor|| || CV || TE | TEa
UnitlD = || ey £ [[(U/gHb)||(U/gHb) [Mean|>2|)]| %) || 0) | © | [|(Ureib) | (UrgHb) |Mean|PP] %) [ ) || %) | ©
[Laboig [ 5 [ 142 ][ 139 | 8 Jo.3|3.6][93][20]5.0[][ 55 [ 53 ] 8 Jo.1][1.9][7.4][20]>6]
[Labo1o [ 5 | 153 ][ 151 | 5 Jo3|2.0][53][20]>6]][ 53 | 54 [ 5 Jjo.1j[1.9][5.6][ 20 |[>6]
[Lab026 [ 5 [ 159 ][ 128 |[ 17 Jo4|[3.1]25.7][ 20 ]o2][ 58 [ 5.0 ] 17 Jjo.1][2.0][17.8][ 20 |j3.1]
[Labo27 [ 5 | 155 ][ 147 | 8 Jo7|[48]147][20 3] 54 | 55 [ 8 Jjo2|[3.6][9.1][20][5.0]
[Labo2g [ 5 [ 144 ][ 142 |[ 12 Jo3]2.1][5.6][20]>6]][ 58 [ 55 J 12 Jo.1][1.8][8.8][ 20 ][>6]
[Labo34 | 5 | 144 ][ 146 | 4 Jo7|48]iro[ 2039 58 | 58 [ 4 Jo.7)[12.1][24.1][ 20 |[1.7]

[ Towt [ - T - 139 |54 Joslfes - J[- [-J0C - T 53 J 543570 - - 1[-]

Bias (%) = ( | Mean - Target | )/ Target | x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]

Cumulative

Cumulative : from [2016 v [02 v][01 V] to[2019 v][07 V][31 V]| Change |

| | I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
UnitD Reagent Kit|| Target || Mean || n for D CV|| TE ||TEa E||:| Target || Mean || n for CV|| TE ||TEa E

“ | (Code) t || (UlgHb)||(U/gHb)|[Mean|| >~ | (%)|| (%) |[ (%) (U/gHb) || (U/gHb) |[Mean||> /(%) (%) || (%)

[Labois |5 ][ 142 [ 153 1ot JLiz2]R2.a][20 7))l 5.5 ][ 5.6 ][ 101 Jj0.3][5.4][12.5][ 20 |[3.4]
[Lab019 [ 5 [ 153 ][ 152 ][ 79 J0.3]2.0][4.6][ 20 ][>6][][ 5.3 ][ 5.3 ][ 79 Jo.1][1.9][3.8][ 20 |[>6]
[Lab020 | 5 ][ 144 [ 152 ][ 28 Jo.5]3.3][12.1][ 20 J44|[][ 5.8 ][ 5.3 [ 28 ]0.3][5.7][19.9][ 20 |2.0]
[Lab026 [ 5 ][ 159 [ 143 [ 192 ][1.4]9.8][29.6][ 20 |[L.O][][ 5.8 ][ 5.2 ][ 192 ][0.4][7.7][25.7][ 20 |[1.3]
[Lab027 | 5 ][ 155 [ 156 ][ 103 |[1.3]83][17.3][20 J2.3][[ 54 ][ 5.6 ][ 103 Jj0.4][7.1][18.0][ 20 |[2.3]
[Labo28 [ 5 ][ 144 ][ 145 [ 74 J0.7]4.8][10.3][ 20 J[4.0][][ 5.8 ][ 5.6 [ 74 ]0.3][5.4][14.2][ 20 |[3.1]
[Lab032 | 5 ][ 153 [ 159 ][ 38 Jo.9]5.7][152][ 20 J28][[ 52 ][ 5.7 [ 38 ][0.3][5.3][20.1][ 20 |2.0]
[Lab033 [ 5 [ 144 ][ 149 [ 49 Jo.6]4.0]115][ 20 |[41][][ 5.8 ][ 52 [ 49 ]0.2][3.8][18.0][ 20 |[2.5]
[Lab034 | 5 ][ 144 [ 143 ][ 54 Jo.6]42][o.1][20 46| 5.8 ][ 5.1 [ 54 ]0.3][5.9][23.8][ 20 ][1.3]
[Lab037 [ 5 ][ 149 [ 152 [ 30 Jo.8]5.3][12.5][ 20 |34l[][ 54 ][ 55 ][ 30 ]0.3][5.5][12.8][ 20 |[3.3]
[Labo40 | 5 ][ 144 | 133 ][ 39 Jo.7]5.3][182][ 20 J2.3][][ 5.8 ][ 4.7 [ 39 ]j0.3][6.4]31.7][ 20 ][0.2]
[Labo43 [ 5 | 115 ][ 131 ][ 68 J[0.9]6.9]27.7][ 20 J0.9l[][ 4.5 ][ 4.9 ][ 68 J0.3][6.1][21.1][ 20 |[1.8]
Ctowl |- | - | a7 [sssJuafss) L J 0L - )L 53 Jsss Joalzs) - - -]

Bias (%) =[ ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]

| Reagent Kit |[Reagent Code|
[Medicon lls |




Peer Group Statistics (Table 2)

Select LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

Select Reagent Kit : |5 - Medicon V|| Change

| Control N Month vs. Cumulative |
Control N (Lot No.: AE0909N)
Month (2019/07) CUM (2016/02/01~2019/07/31)

e Reagent Kit Target Mean | nfor CV | TE || TEa Target Mean | nfor CV || TE | TEa
UnitlD = 4oyt || (Uiehb) || (U/ghb) | Mean | SP1|¢) | @) | ) | © | | Wretb) || Urgtb) | Mean | SP| )| ) | %) | °
Lab018 5 142 13.9 8 J05][3.6] 93] 20 |50 142 153|101 Jraj72]22.1] 20 |17
Lab019 5 15.3 15.1 5 Jo3][2.0] 53] 20 |[>6 153 15.2 79 Jo03]2.0] 46 ][ 20 [>6
Lab020 5 14.4 - o -1 -1 -1 27- 14.4 152 28 Jo5][33][12.1] 20 44
Lab026 5 15.9 12.8 17 Jlo4][3.1]25.7] 20 o2 15.9 143 | 192 [1r4]9.8][29.6] 20 1.0
Lab027 5 15.5 14.7 8 J0.7][4.8]14.7] 20 |[3.1 15.5 156 | 103 [[1.3][83][173] 20 |23
Lab028 5 14.4 14.2 12 Jo3][2.1] 5.6 ] 20 [[>6 14.4 14.5 74 J0.7]4.8][103] 20 [4.0
Lab032 5 153 - o [ -1 -1 -1 27- 153 15.9 38 J0.9]5.7][152] 20 |28
Lab033 5 14.4 - o -1 -1 - 1T2T[- 14.4 14.9 49 Jlo.6][4.0][11.5] 20 [4.1
Lab034 5 14.4 14.6 4 Jo7][48]110] 20 |39 14.4 143 54 Jo.6][42][ 9.1 ][ 20 J[4.6
Lab037 5 14.9 - o [ -1-1T - T2]- 14.9 15.2 30 Jo8]53][12.5] 20 [[3.4
Lab040 5 14.4 - o [ -1 -1 -1 2]- 14.4 133 39 Jo7]53][182] 20 |23
Lab043 5 11.5 - o [ -1-1 - T2]- 11.5 13.1 68 [0.9]6.9][27.7] 20 0.9

[ Tol | - Jl - [ 139 | s4 Joojjes - | - J -0 - || 147 | 85 J13]88f - | - | -]
Bias (%) = [ (| Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : [2019 v|[07 V|| Change | Cumulative : from [2016 v]|[02 v|[01 V] to[2019 V][07 V| [31 V|| Change
[TOP]
Control D Month vs. Cumulative
Control D (Lot No.: AE0909D)

Month (2019/07) 1 CUM (2016/02/01~2019/07/31)

UnitlD £ Reagent Kit Target Mean | nfor spl €V | TE | TEa| _ Target Mean | nfor sp|| €V | TE | TEa |
“ | (Code) t | (U/gHb) | (U/gHb) | Mean %) | %) || (%) (U/gHb) || (U/gHb) | Mean %) || (%) | (%)
Lab018 5 5.5 53 8 Jor 1o 74 20 |>6][][ 55 5.6 101 J[0.3][5.4 ][12.5] 20 |34
Lab019 5 53 5.4 5 Joa] 1o 56 ] 20 J>6][][ 53 53 79 Jlo.1][1.9] 3.8 ] 20 [>6
Lab020 5 5.8 - o -1 -1 -T2 -1 58 53 28 J[03][5.7 ][ 19.9] 20 J2.0
Lab026 5 5.8 5.0 17 _Jo.] 2.0 [17.8] 20 [3.1][][ 58 52 192 J[0.4][7.7]25.7] 20 J1.3
Lab027 5 5.4 5.5 8 Jo2]3.6] 9.1 20 J50]][ 54 5.6 103 J[0.4][7.1 [18.0] 20 ]2.3
Lab028 5 5.8 5.5 12 Joa] 1.8 ] 88 ] 20 [>6][][ 58 5.6 74 |[03][5.4 [ 14.2] 20 ][3.1
Lab032 5 5.2 - o -1 - -T2 -7 52 5.7 38 |[03][5.3][20.1] 20 ]2.0
Lab033 5 5.8 - o -1 -1 -T2 -1 58 52 49 Jl0.2][3.8]18.0] 20 J2.5
Lab034 5 5.8 5.8 4 Joz]12a]241] 20 Jr7][J[ 58 5.1 54 J[03][5.9]23.8] 20 ][1.3
Lab037 5 5.4 - o -1 -1 -T2 -]l 54 55 30 J[03][5.5 ] 12.8] 20 |[3.3
Lab040 5 5.8 - 0 -1 - -TJ2]-]I 58 4.7 39 J[03][6.4 |[31.7] 20 Jo.2
Lab043 5 4.5 - o -1 - - 2] -] 45 4.9 68 |[0.3][6.1 [21.1] 20 J1.8
[ Tow J - T - [ 53 Js4Josfs7 -0 --0C - [ 53 [8ssoafzs] -] -1]-]

Bias (%) = ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

Month :[2019 v|[07 V|| Change | Cumulative : from [2016 Vv|[02 V| [01 V| t0[2019 Vv][07 V| [31 V|| Change
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Reagent Kit Reagent Code|
Medicon 5
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