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

Select LotNo : | BALL16N (2022-04-26 ~ 2100-12-31) v | Change |
| Lab033 |

‘ ‘ Control N ‘ Control D
\ QC Control Lot No. \ BAI1116N \ BA1116D

Duration of the Analyzing ‘ Month ‘ CuM ‘ Month ‘ CuM

(2024/03) (2023/10/05~2024/03/30) (2024/03) (2023/10/05~2024/03/30)

\ Runs (N) | 4 | 26 | 4 | 26
\ Mean (U/gHb) |62 | 15.8 50| 48
\ SD [ o1 | 0.5 [ o1 | 03
\ CV (%) | 06 | 32 | 20 | 6.3
\ Target Value (U/gHb) [ 158 | 15.8 [ 42 | 42
\ Total Error (%) | 38 | 6.3 | 230 | 26.8
\ TEa (%) [ 20 | 20 [ 20 | 20
\ c I >6 05| 0.9

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

Month : (2024 v (03 v [change| ; Cumulative : from 2023 v|(10 v [05 v]to[2024 v|[03 v|[30 v|[change

Print Table

[TOP]
Control N and Control D SDI
QC Chart
Lot No.: BA1116N ; Duration : 2023-10-05 to 2024-03-30 ; Target : 15.8 ; SD: 148  ( e)
Lot No.: BA1116D ; Duration : 2023-10-05 to 2024-03-30 ; Target: 42 ;SD : 0.42 (o) Lab033
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Control N SDI QC Chart

Lot No.: BA1116N ; Duration : 2023-10-05 to 2024-03-30 ; Target : 15.8 ; SD : 1.48
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Control D SDI QC Chart

Lot No.: BA1116D ; Duration : 2023-10-05 to 2024-03-30 ; Target : 4.2 ; SD : 0.42 Lab033
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Peer Group Statistics (Table 1)

Select LotNo : | BA1116N (2022-04-26 ~ 2100-12-31) v | Change |

Select Reagent Kit : [5 - Medicon v J[ Change}

‘ Monthly |
Month:[2024 VH03 VHChange}
| | | Control N (Lot No.: BA1116N) H Control D (Lot No.: BA1116D)
Reagent Target | Mean Target | Mean
N I 7 B = et o o I TR I /A el Sl N
(Code) ¥ | gHb) | gHb) gHb) gHb)
| Labo32 | 5 [ 149 [ 139 [ 4 o.1]0.782]20 [>6|| 51 | 43 | 4 [0.2]4.725.0]20 [0.9
| Lab033 | 5 [ 158 [ 162 [ 4 [0.1]0.6)3.8[20 6/ 42 | 50 | 4 [0.1]2.0[23.0/20 J0.5
[ Labo37 | 5 [128 [ 139 [ 2 [-[--J20]-[] 42 | 46 | 2 [-[-]-]20]-
| Total | - | 148 [ 10 1281 - | - [-[] - | 46 |10 j03]65] - |- |-

Bias (%) =1 ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

[TOP]
‘ Cumulative |
Cumulative : from 2022 v (06 v |[01 v to[2024 v|(03 v |[31 v || Change
| | | Control N (Lot No.: BA1116N) || Control D (Lot No.: BA1116D)
Reagent | Target | Mean Target | Mean
unip | Kit | (01 isp g/v) (T(VE) gj’;‘ ol W | W 2sp (CO/V) A
(Code) & | gHb) | gHb) | A A gHb) | gHb) aNied N
| Labo18 | 5 [ 13.6 | 13.8 [ 113 [0.4[29|73 |20 [>6|| 43 | 44 | 113 [0.1]23[6.9[20 [>6
| Lab027 | 5 [ 128 [ 149 | 74 [0.9(6.0/28.5[20 0.6 42 | 49 | 74 [0.4]8.2[33.0]20 J0.4
| Labo32 | 5 [ 149 [ 139 | 4 Jo.1]0.7]82[20 [>6[| 51 | 43 | 4 [0.2]4.725.0]20 0.9
| Lab033 | 5 [ 158 [ 159 [ 35 [0.6(3.8]82 20 [5.1]| 42 | 48 | 35 [0.3]6.326.8]20 [0.9
| Lab037 | 5 [ 128 [ 140 | 14 [0.3[2.113.7]20 [5.1]] 42 | 45 | 14 [0.1]2.2[11.6]20 [5.8
| Total | - [ - [145 [240 1069 - | - [-[] - | 46 |240 [03]65] - |- |-
Bias (%) —[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
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‘ Reagent Kit ’Reagent Code
‘Medicon ’5
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Peer Group Statistics (Table 2)

Select LotNo : | BAI116N (2022-04-26 ~ 2100-12-31) v | Change |

Select Reagent Kit : [5 - Medicon v J{ Change}

‘ Control N Month vs. Cumulative |

| | | Control N (Lot No.: BA1116N)
| | | Month (2024/03) [ CUM (2022/06/01~2024/03/31)

) ¢ Reagent Kit | Target | Mean |n for CV||TE |TEa Target | Mean || n for TEa
UnitlD = | 4oy £ |(UlgHb) |(U/gHb) [Mean |2 (%) (%) (%) | © | |(UrgHb) |(U/gHb) |Mean S, (% (% (%)
[ Labo18 | 5 | 13.6 | o [-[-[-T200-]] 136 [ 138 ]113 0.4[2.9[73 20 %
[Lab027 | 5 | 128 | o [-[-[-T200-[] 128 [ 149 [ 74 [0.9]6.0 28520 [0.6
[ Lab032 [ 5 [ 149 [ 139 [ 4 [o.1]0.7[82[20 6| [ 149 [ 139 [ 4 [o.1]0.7]82[20 [>6
[ Lab033 | 5 [ 158 | 162 [ 4 Jo.1]o.6[3.8[20 [>6[[ 158 [ 159 [ 35 [0.6[3.8[8.2 20 [5.1
[Lab037 | 5 [ 128 [ 139 [ 2 [-[-[-[20[-[] 128 [ 140 [ 14 [03[2.1[13.7[20 [5.1
| Total | - [ 1ag [0 [2fsa - [ - [-[[ - | 145 [240 [1ofeo] - [ - |-

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

Month : 2024 v (03 v|(Change, Cumulative : from 2022 v (06 v |01 v to2024 v [03 v |31 v || Change]

[TOP]

\ Control D Month vs. Cumulative |

| | | Control D (Lot No.: BA1116D)
| | | Month (2024/03) [ CUM (2022/06/01~2024/03/31)

. + Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean |n for CV|| TE |TEa
UnitlD = | 4e) £ |(UrgHb) |(U/gHb) [Mean > (%) | (%) (%) | © | |(UrgHb) |(U/gHb) Mean [°° (%) | (%) |(%) | ©
fLabots [ 5 [ 43 [ - [0 [-[-[-TJ20[-[] 43 [ 44 [1130.1]23]6.9[20 [>6
[ Lab027 | 5 [ 42 [ - [ o [-[-[-[20]-[ 42 | 49 | 74 |0.4/82[33.0[20 [0.4
fLabo32 [ 5 [ 51 | 43 | 4 [02[47[250[20 09 51 [ 43 | 4 [02[47[250]20 [0.9
[Labo33 [ 5 [ 42 [ 50 | 4 W\zo\zso\zo 05 42 | 48 |35 [03]6.3]26.8]20 0.9
[Labo37 [ 5 [ 42 | 46 [ 2 [-]- 20 - [ 42 | 45 [ 14 [o.1[22]11.6]20 [58
| Total | |- | 46 [ 10 Jo3f6s \ - [0 - 1 a6 240 Josfes| - | - |-

Bias (%) =1 ( | Mean - Target | )/ Target | x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)]/ CV (%)

Month : (2024 v (03 v | Change| Cumulative : from 2022 v|(06 v (01 v to2024 v|[03 v [31 v |Change

[TOP]

’ Reagent Kit ‘Reagent Code
’Medicon ’5
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