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

Select LotNo : | AEO909N (2016-01-01 ~ 2100-12-31) v | Change
' Print Table |
| Lab026 |
| ‘ Control N ‘ Control D
| QC Control Lot No. \ AE0909N \ AE0909D
Duration of the Analyzin, Month CUM Month CUM
yZng (2023/04) (2023/02/23~2023/04/27) (2023/04) (2023/02/23~2023/04/27)
| Runs (N) | 9 | 26 | 9 | 26
| Mean (U/gHb) |28 | 12.9 |48 | 4.9
| SD oo | 0.1 oo | 0.1
| CV (%) 08| 0.8 [ 21 2.0
| Target Value (U/gHb) | 159 | 15.9 | 58 | 5.8
| Total Error (%) |21 | 204 | o214 | 19.6
| TEa (%) 20 | 20 20 | 20
| o 06 | 14 I 22
Bias (%) = [ (| Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : (2023 v |04 v|[change| ; Cumulative : from (2023 v |02 v|(23 v|to[2023 v| (04 v (27 v [change
[TOP]
Control N and Control D SDI
QC Chart
Lot No.: AE0O909N ; Duration : 2023-02-23 to 2023-04-27 ; Target : 15.9;SD :2.20 ( ®)
Lot No.: AE0909D ; Duration : 2023-02-23 to 2023-04-27 ; Target : 5.8 ; SD : 1.40 () Lab026
Lab026
+3 S5.D.
+2 5.D.
+1 S.D.
Target
-1 5.0 o o o o o [u] o [u] o o o =] o o =] o [u] [u] [u] o ] [u] o o a a
T le e ® e ® o e e e e e e e e o o o o o o o o o o o o
-2 5.D.
-3 S.D.
Date 02-23 02-28 03-02 03-07 03-08 03-09 03-10 03-13 03-14 03-15 03-16 03-17 03-20 03-21 03-23 03-28 03-30 04-04 04-11 04-13 04-14 04-18 04-19 04-20 04-25 04-27
Month:[2023 v \[04 VJ\ Change] ;  Cumulative : from | 2023 v \[02 VJ\ 23 VJto[2023 v \[04 VJ[27 VJ\ Change]
[TOP]

Control N SDI QC Chart |

Lot No.: AEO909N ; Duration : 2023-02-23 to 2023-04-27 ; Target : 15.9 ; SD : 2.20

Lab026

Lab026
+3 S.D.

+2 S.D.

+1 S.D.

Target

-1 S.D.

-2 S.D.

-3 S.D.

Date

Month : (2023 v |04 v|[change| ; Cumulative : from (2023 v|[02 v|(23 v]to[2023 v|[04 v|[27 v |cChange

02-23 02-28 03-02 03-07 03-08 03-09 03-10 03-13 03-14 03-15 03-16 03-17 03-20 03-21 03-23 03-28 03-30 04-04 04-11 04-13 0d-14 04-18 04-19 04-20 04-25 04-27

[TOP]
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Control D SDI QC Chart

Lot No.: AE0909D ; Duration : 2023-02-23 to 2023-04-27 ; Target : 5.8 ; SD : 1.40 Lab026

Lab026
+3 S.D.

+2 S.D.

+1 5.D.

Target

-1 S.D.

-2 5.D.

-3 S.D.

Date 02-23 02-28 03-02 03-07 03-08 03-09 03-10 03-13 03-14 03-15 03-16 03-17 03-20 03-21 03-23 03-28 03-30 04-04 0d4-11 04-13 04-14 04-18 04-19 04-20 04-25 04-27

Month : (2023 v (04 v | Change| ; Cumulative:from 2023 v |[02 v |[23 v to[2023 v [04 v [27 v |[Change
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Peer Group Statistics (Table 1)

Select LotNo : | AEO909N (2016-01-01 ~ 2100-12-31) v | Change |
Select Reagent Kit : [5 - Medicon VIChange]
‘ Monthly |
Month:{2023 VHO4 VHChange]
| | | Control N (Lot No.: AE0909N) [ Control D (Lot No.: AE0909D)

. Reagent Kit| Target | Mean |n for SD CV||TE |TEa Target | Mean |n for D CV /|| TE |TEa
UnitlD = codey T |(U/gHb) |(U/gHb) Mean >~ (%) (%) (%) | © | |(U/gHb) [(U/gHb) [Mean > (%) | (%) (%) | °
[Lab026 | 5 [ 159 | 128 | 9 o.1fo.821.1[20 Jos[ [ 58 | 48 [ 9 [o.1]2.121.4]20 [1.3
[ Total | - [ - [ 128 |9 Joafos| - [-[-[] - [ 48 [ 9 Joaf21|- |- |-
Bias (%)=[(|Mean—Target|)/Target]x 100%

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

Cumulative : from[2016 v J [02

v|[01 v/t02023 v (04 v [30 v |Change

| | | Control N (Lot No.: AE0909N) ] Control D (Lot No.: AE0909D)
. ¢ Reagent Kit Target | Mean |n for CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitlD = | o4y £ |(UlgHb) |(UrgHb) Mean 2 (%) (%) (%) | © | |(U/gHb) |(U/gHb) Mean °2 (%) | (%) | %) | ©
[ Labo18 | 5 | 162 | 152 173 [12[79[22.0[20 1.8][ 55 | 55 [173]03[55(10.9]20 [3.6
[Labo19 | 5 [ 153 | 152 | 111 [0.3[2.0[46[20 [>6[| 53 | 53 [111 [0.2[3.8(7.5[20 [5.3
[Lab020 | 5 [ 144 | 152 | 28 [0.5[3.3[12.1[20 [44[[ 58 | 53 [ 28 [03[5.7[19.9]20 2.0
[Labo26 | 5 [ 159 | 133 661 [1.0]7.5[31.4[20 [0.5[[ 58 | 50 [e61 [0.3]6.0[25.8[20 [1.0
[ Lab027 | 5 | 155 | 155 | 107 [1.3[8.4[168[20 24| 54 | 56 [107]0.5[8921.6]20 [1.8
[Lab028 | 5 | 148 | 145 | 134 [0.7(48[11.7[20 [3.7[| 48 | 56 |[134 [0.3]5.427.4]20 [0.6
[Labo32 [ 5 [ 153 | 159 |38 [0.9[5.7152[20 2.8 52 | 57 [ 38 [03[5320.1]20 2.0
[Lab033 | 5 [ 144 | 149 | 49 J0.6[40[11.5[20 [4.1[] 58 | 52 [ 49 [0.2[3.8[18.0]20 2.5
[ Lab034 | 5 | 155 | 147 | 96 [09]6.1[17.4[20 24| 48 | 50 | 96 0.4[8.0[20.2]20 [2.0
[Lab037 | 5 [ 149 | 152 | 30 [0.8[53[12.5[20 [3.4[ 54 | 55 [ 30 [03[5512.8]20 [3.3
[Labo40 | 5 [ 144 | 132 |40 [0.7]53[189[20 22[[ 58 | 47 [ 40 [03]6.4[31.7[20 [0.2
[Lab0o43 [ 5 [ 115 | 130 | 88 [0.9]6.9[26.9[20 [1.0[[ 45 | 48 [ 88 [0.4[83[23.3[20 [1.6
| Total | - | - [ 141 [1555[14[99] - [ - |- ] | 52 (155500477 - | - |-
Bias (%) —[(|Mean—Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
‘ Reagent Kit ‘Reagent Code
‘Medicon ‘5
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Peer Group Statistics (Table 2)

Select LotNo : | AEO909N (2016-01-01 ~ 2100-12-31) v | Change
Select Reagent Kit : {5 - Medicon VIChangeJ

‘ Control N Month vs. Cumulative |
] | \ Control N (Lot No.: AE0909N)
| | | Month (2023/04) [ CUM (2016/02/01~2023/04/30)

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

UnitlD ‘ (Code) (U/gHb) | (U/gHb) | Mean ’; %) | %) | (%) FH (U/gHb) | (U/gHb) | Mean @ @) | (%) | (%) ’T
| Labo18 | 5 62 [ - o [ -] [20 [ - [ 162 | 152 [ 173 [12]79 [220] 20 [1.8
[ Labo19 | 5 53 [ - o [ -] f20 [ - [[ 153 [ 152 [ 111 [03[20[46 [20 [>6
| Lab020 | 5 C4a [ - o [ - -] (20 [ - [ 144 | 152 | 28 [05[33[121] 20 [44
[ Lab026 | 5 159 [ 128 [ 9 Jorfos 21120 [o6[[ 159 [ 133 [ 66l [10[75][314 20 [05
| Lab027 | 5 Cass | - o [ -] (20 [ - [ 155 | 155 [ 107 [13[84 [168] 20 [24
[ Lab028 | 5 a8 [ - o [ -] -] f20 [ - [[ 148 [ 145 [ 134 [07[48 [11.7] 20 [37
| Lab032 | 5 s3] (20 [ =[] 153 | 159 | 38 [09[57[152] 20 [28
[ Lab033 | 5 14a [ - o [ -] -] (20 [ - [[ 144 [ 149 | 49 [o6[40 [115] 20 [41
| Lab034 | 5 Coass | - o [ -] (20 [ =[] 155 | 147 | 96 [09]61 [174] 20 [24
[ Lab037 | 5 a9 [ - o [ -] -] f20 [ - [[ 149 [ 152 [ 30 [08[53[125]20 [34
| Lab040 | 5 C4a [ - o [ -] (20 [ - [ 144 | 132 | 40 [07[53[189]20 [22
[ Lab043 | 5 s [ - o [ -] (20 [ - [ 115 [ 130 | 88 [09[69[269][20 [1.0
| Total | - \ | 128 | 9 [o1[os8 | - -1 o141 1555 [14fo9 | - [ - [ -

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

Month : (2023 v (04 v |[change Cumulative : from 2016 v | 02 v |01

v 102023 v| 04 v [30 v [Change

[TOP]

‘ Control D Month vs. Cumulative |

| ] \ Control D (Lot No.: AE0909D)
] | \ Month (2023/04) [ CUM (2016/02/01~2023/04/30)

. ¢ Reagent Kit Target Mean n for CV | TE | TEa Target Mean n for cv TEa
UnitlD = | ogey £ | (UlgHb) | (UrgHb) | Mean |52 | (%) | 4) | (%) | © || (Ulghb) | (Usghb) | Mean |52 | ©4) | %) | ) | ©
| Labo18 | 5 Coss - o [ -] (20 [ -] 55 | 55 [ 173 [03[55[109] 20 [36
[ Labo19 | 5 s3] f20 [ -] 53 [ 53 [ 11 [02]38[75[20 [53
| Lab020 | 5 Coss [ - o [ - -] (20 [ -] 58 | 53 | 28 [03[57[199]20 [20
[ Lab026 | 5 58 | 48 | 9 Jor[21[214[20 [13[] 58 [ 50 [ 66l [03]60 25820 [1.0
| Lab027 | 5 Cosa - o [ -] (20 [ -] 54 | 56 | 107 [05]89 21620 [1.8
| Lab028 | 5 a8 [ - o [ -] -] l20 [ - [ 48 | 56 | 134 [03[54[274]20 [06
| Lab032 | 5 s2 [ - o -] (20 [ -] 52 | 57 | 38 [03[53][201]20 [20
[ Lab033 | 5 Cos8 [ - o [ -] -] f20 [ -] 58 [ 52 | 49 [02]38][180]20 [25
| Lab034 | 5 o4 [ - o [ - -] (20 [ -] 48 | 50 | 9 [04[80[202]20 [20
[ Lab037 | 5 o540 - o [ -] -] l20 [ -] 54 | 55 | 30 [03[55][128]20 [33
| Lab040 | 5 s8] (20 [ -] 58 | 47 | 40 [03[64 [31.7]20 [02
[ Lab043 | 5 Cas - o [ -] -] l20 [ -] 45 | 48 | 88 [04[83[233[20 [16
| Total | - \ |48 | 9 Jor[21 ] - -1 o520 [sss o477 - [ - [ -

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

Month:[2023 VJ[O4 VJ[ChangeJ Cumulative : from[2016 VJ[OZ VJ[OI

v 02023 v 04 v (30 v |Change

[TOP]

‘ Reagent Kit

‘Reagent Code

‘Medicon
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