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

Select LotNo : AE0909N (2016-01-01 ~ 2100-12-31) Change
Print Table
| Lab043 |
| | Control N \ Control D
| QCControl LotNo. | AE0909N \ AE0909D
Duration of the Analyzin Month cum Month cum
Y2Ng 1 (2017/09) | (2016/02/01~2017/09/30) | (2017/09) | (2016/02/01~2017/09/30)
] Runs (N) |4 6 4 6
| Mean (U/gHb) | 108 | 10.8 L4 4.1
| SD | 04 | 0.3 02 | 0.2
] CV (%) | 37 | 2.8 |49 | 4.9
[ TargetValue (UigHb) [ 115 | 1.5 |45 | 4.5
| Total Error (%) | 135 | 11.6 | 186 | 18.6
] TEa (%) | 20 | 20 20 | 20
| o [ 38 | 5.0 23 | 2.3
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2017 09 Change ; Cumulative : from 2016 02 01 to 2017 09 30 Change
TOP
Control N SDI QC Chart
Lot No.: AEO909N ; Duration : 2016-02-01 to 2017-09-30 ; Target : 11.5; SD : 0.6 Lab043
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Control D SDI QC Chart
Lot No.: AE0909D ; Duration : 2016-02-01 to 2017-09-30 ; Target : 4.5 ; SD : 0.3 Lab043
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Control N and Control D SDI

QC Chart

Lot No.: AEO909N ; Duration : 2016-02-01 to 2017-09-30 ; Target: 11.5;SD:0.6 ()

Lot No.: AE0909D ; Duration : 2016-02-01 to 2017-09-30 ; Target: 4.5;SD: 0.3 (o)
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Peer Group Statistics (Table 1)

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

Select Reagent Kit : |2 - AMP

Month : {2017 v[[09 V|| Change

Monthly

v| Change |

Print Table 1

| Control N (Lot No.: AE0909N)

]

Control D (Lot No.: AE0909D) |

Reagent
. ¢ e;gf " Target || Mean |[n for CV/|| TE ||TEq Target | Mean ||n for CV|| TE |[TEa
UnitiD = 2 o) uretb)[Mean| P20 @0 | @o)l| © || lU/et)|Ur/etb)Meanl> Pl ¢6)|[¢6)
(Code) £ g g 0 0 0 g g 0 0 (V]
[Lab043 [ 2 J[ 115 ][ 10.8 | 4 Jo4|3.7]p3.5[20]3.8[][ 45 | 41 | 4 Jjo2]4.9][18.6] 20 ]3]
[ Tol J[ - ][ - [ 108 ][ 4 Jo43.7][ - [ - J[-J0[ - [ 41 ][ 4 Jo2f49] - [ - J[-]
Bias (%)=[(|Mean-Targetl)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
6 (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]

Cumulative : from [2016 v|[02 v|[01 V] to[2017 V][09 v|[30 V]| Change |

Cumulative

| I I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
Reagent
. : Target || Mean ||n for CV|| TE ||TEq Target || Mean |/n for CV| TE |[TEa]
UnittD £ KU Pl uret) [Mean| Sl | o) % U/gHb)||(U/gHb)|[Mean||> %) %) (%
(Code)E( gHDb)|(U/gHb)(Mean| ™ I(%0)|| (%) || (%0) (U/gHb)||(U/gHb)|Mean|| ™~ [[(%)||(%){|(*0)
[Laboi8 [ 2 ][ 105 ][ 10.4 [ 16 Jo.6|[5.8]12.5[20]3.3[][ 4.1 | 4.0 | 16 Jjo.3]7.5][17.4] 20 ]3]
[Labo32 [ 2 ][ 115 ][ 124 ][ 6 Jo.6f4.8]17.5[20]2.5[][ 45 ][ 48 | 6 Jo3]6.3][19.2][20]2.1]
[Labo43 | 2 ][ 115 J[ 108 |[ 6 Jo.3|[2.8]irg[20]5.0[][ 4.5 ][ 41 | 6 Jo-2[4.9][18.6]20]23
[ Toal [ - ][ - 109 [28fooy83j[ - - -] - I 42 28 Jo4fo.s| - |- -]
Bias (%)=[(|Mean—Targetl)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
6 (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
| Reagent Kit ||Reagent Code|
IAMP |2 |




Peer Group Statistics (Table 2)

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

Select Reagent Kit : |2 - AMP v| Change |
Control N Month vs.
Cumulative
| || || Control N (Lot No.: AE0909N) |
| I I Month (2017/09) Il CUM (2016/02/01~2017/09/30) |

Reagent
Target | Mean |/n for CV| TE ||ITEa Target || Mean |[n for CV| TE |[TEa

UnitID £ (COI;; s [(UrgHb)|(U/gHD) Mean @) (%) (%) (U/gHb)||(U/gHb)[Mean|[>[|%)] (%) || (%)

(9

(oo 2 J 105 | - J o J- ] ] - J20)-J] 105 J[ 104 ] 6 Jog5]125[20 53
[Laboid [ 2 [ 115 [ - Jfo [ -] - Jf2o][- I 115 [ 124 ][ 6 Jo.64.8]17.5[20].5]
[Labo43 [ 2 [ 115 [ 108 |[ 4 Jo.43.7]13.5[ 20 |B.8[J[ 11.5 ][ 10.8 ][ 6 ]0.3|[2.8]11.6][20][5.0]
[ Toal [ - [ - o8 4 Jodfs7] - J[-J[-JIL - [ 109 J[28 Jo.g83] - |- ][]

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

Month : 2017 v|[09 v|| Change | Cumulative : from|2016 v||02 v|/01 V| t0[2017 |09 v|[30 v|| Change

[TOP]

Control D Month vs.
Cumulative

| | | Control D (Lot No.: AE0909D) |
Month (2017/09) I:I CUM (2016/02/01~2017/09/30)

Reagent

) : Target | Mean |/n for CV| TE ||TEa Target || Mean |[n for CV| TE |[TEa
UnitID £ Kit SD, c SD, c
- (Code) ! (U/gHb)||(U/gHb)|Mean| (%)|[ (%) ||(%) (U/gHb)||(U/gHb)|Mean| (%)|[ (%0)||(%)

[Labois ][ 2 [ 41 [ - JLo ][] - o]0 41 [ 40 |[ 16 Jo3[75]17.4[20]p3]
[Lab0s2 || 2 || 45 | - ][0 IEll - 20 IEUI 45 | 48 || 6 |-|63|I192|| 20]2.1]
Lab043 2 45 | 41 [ 4 49 186 20 R3[4 [ 41 [0.2][4.9]18.6[ 20 |2.3]

Total - - 41 ][ 4 Jo2a9] - - |:||] - 42 ][ 28 Jo4os] - [ -[-]

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

Month : Cumulative : from [2016 v|[02 V][01 V] to [2017 v][09 V][30 V][ Change |

[TOP]

| Reagent Kit ||Reagent Code|
|AMP 2 |
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