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

Select LotNo : AC1203N (2014-01-01 ~ 2100-12-31) Change

Print Table
Lab028 |
‘ Control N ‘ Control D
‘ QC Control Lot No. AC1203N ‘ AC1203D
Duration of the Analyzin Month CUM Month CUM
YZING 1 (2018/02) | (2018/01/01~2018/02/28) | (2018/02) | (2018/01/01~2018/02/28)
\ Runs (N) 12| 23 [ 12 23
\ Mean (U/gHb) 154 | 15.0 [ 37 ] 3.6
\ SD 07 | 0.9 | 02 | 0.2
\ CV (%) 45 | 6.0 | 54 5.6
| Target Value (U/gHb) 142 | 14.2 | 33 | 3.3
\ Total Error (%) 175 | 176 | 229 | 20.2
\ TEa (%) 20 | 20 | 20 | 20
\ o 26 | 2.4 | 15 1.9
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2018 02 Change ; Cumulative : from 2018 01 01 to 2018 02 28 Change
TOP
Control N SDI QC Chart
Lot No.: AC1203N ; Duration : 2018-01-01 to 2018-02-28 ; Target : 14.2 ; SD : 2.6 Lab028’
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Month : 2018 02 Change ; Cumulative : from 2018/ 01 01 to 2018 02 28 Change
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Control D SDI QC Chart
Lot No.: AC1203D ; Duration : 2018-01-01 to 2018-02-28 ; Target : 3.3 ; SD : 3.1 Lab028
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Month : 2018 02 Change ; Cumulative : from 2018/ 01 01 to 2018 02 28 Change



Control N and Control D SDI

QC Chart

Lot No.: AC1203N ; Duration : 2018-01-01 to 2018-02-28 ; Target : 14.2 ; SD : 2.6 (o)
Lot No.: AC1203D ; Duration : 2018-01-01 to 2018-02-28 ; Target: 3.3;SD:3.1 (o) Lab028
Lab028
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+2 5.0,
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i et e ® o o o * o ® o o
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Month : 2018 02 Change ;. Cumulative : from 2018} 01 01 to 2018\ 02 28 Change
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Select LotNo : |AC1203N (2014-01-01 ~ 2100-12-31)

Peer Group Statistics (Table 1)

Select Reagent Kit : |5 - Medicon

Month : (2678 ] 02 V][ Ghenge |

Monthly

v| Change |

v| Change |

Print Table 1

| | Control N (Lot No.: AC1203N) Il Control D (Lot No.: AC1203D) |
Reagent
_ : Target || Mean ||n for CV/| TE |[TEq] Target | Mean ||n for CV|| TE |[TEa
UnitD £ By uigtibMean| 26 @o)||6)|| © [|Urgn)Uretn)|Mean| 2| ¢ |
(Code)l( gHb)|(U/gHb)|Mean| = (%) (Y0) || (%0) (U/gHb))|(U/gHb)(Mean{| || (%) | (Y0){|(70)
[Lab019 ][ 5 ][ 148 ][ 150 ][ 8 Jo.7|[4.7]10.7[20][4.0]][ 34 ][ 37 ] 8 |.|189||467|| 20 Jf0.¢]
[Labo2o ][ 5 [ 142 | 156 J[ 2 [ -] - Jfeo] - [ 33 [ 35 [ 2 IIZII IZOIE
Lab028 |5 142 | 154 ][ 12 Jo7|[4.5]17.5[ 20]26][[ 33 ][ 3.7 [ 12 Jo2|[54 229 20
Lab037 [ 5 126 | 158 ][ 4 Jo4|2.5]30.5[ 20|22 3.0 ] 3.6 2.8 256 20 .
[ Tol [ - [ - 154 J[26 Jo7las - J[- [[- L - | 3.6 ] 26 I-I11 -0 -]
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
Cumulative

Cumulative : from [2014 v][02 v|[01 V] to [2018 v][02 v/|[28 V][ Change |

| I I Control N (Lot No.: AC1203N) Il Control D (Lot No.: AC1203D) |
Reagent
UnitiD @ Kit Target || Mean ||n for SD CV| TE |[TEq] s Target | Mean ||n for SD CV|| TE |[TEa
(Code) ! (U/gHb)|(U/gHb)|Mean|>" ([(%)[ (%) || (%) (U/gHb)||(U/gHb)|[Mean||” " [[(%) || (%) |[(%)
[Labo19 ][5 ][ 148 ][ 148 [ 28 Jo.7|[4.7]9.5][20][43][[ 34 [ 3.5 ][ 28 Jo.4|[i1.4]25.8][20][1.5]
[Labo20 [ 5 ][ 142 ][ 153 ][ 8 Jo.3|lz.0tr.7[20][>6][][ 3.3 | 35 ][ 8 Jo.1][2.9][11.8]20].§
[Labo26 | 5 ][ 146 | 147 |16 Jo.5|[3.4]7.5][36][>6][[ 32 | 32 ] 16 |-|31||63|| 36 |.
Lab028 | 5 142 | 15.0 ][ 23 Jo9[6.0]17.6[20]24][[ 33 ] 3.6 ][ 23 Jo-2][5.6][20.2] 20
Lab037 [ s 126 | 156 ][ 14 Jo5 32 302 20]-1.2f][ 3.0 ][ 35 |14 2.9 224 20
[Lobol |5 128 129 1 ]| |zo || N2 32 |zo -]
[ Total || - | - | 150 J 90 ||0-8||5-3|| I - 35 || % |-|8-6|| -]
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
| Reagent Kit ||Reagent C0de|
IMedicon I8 |




Peer Group Statistics (Table 2)

Select LotNo : [AC1203N (2014-01-01 ~ 2100-12-31) /| Change |

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

Print Table 2

Control N Month vs. Cumulative

| | I Control N (Lot No.: AC1203N) |
| | I Month (2018/02) Ill CUM (2014/02/01~2018/02/28) |
. ¢ [ReagentKit|| Target | Mean | nfor CV|| TE ||TEa Target || Mean | n for CV|| TE ||TEa
UnitlD = 1 004yt ||(U/gHb) (U/gHb) Mean||>[|(%)|| (%) | (%) | © ||{|(U/eHb)||(U/eHb) | Mean||>"|[(%)|| (%) |[(%)]| ©
[Lab0l9 | 5 ][ 148 [ 15.0 |.|47||107|| 20 J4.0][J[ 148 ][ 148 | 28 J0.7][4.7][9.5][20][4.3]
[Labo20 [ 5 [ 142 [ 156 || 2 [-]0- [20] - J[[ 142 ][ 153 ] 8 Jjo3][2.0][11.7][20][>6]
Lab026 | 5 ][ 146 | - o J-I-0- 36 - [ 146 | 147 | 16 Jjo.5][3.4][7.5][36][>6]
[Labo2s [ 5 [ 142 [ 154 || 12 ||4.5||17.5|| 20 [ 2.6][][ 142 ][ 15.0 | 23 J[0.9][6.0][17.6][ 20][2.4]
[Labo37 | 5 | 126 | 158 || 4 |.|25||305|| 20 -2.2][][ 126 ][ 156 | 14 |-|32||302|| 20 |[-1.2]
(labosi |5 Jles | - Jlo | |zo || 02 JCee |zo || |
B N N N 3 2 5 N MR A S B

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

Month : Cumulative : from [2014 v|[02 V] [01 v]to [2018 V| [02 V] [28 V[ Change |

[TOP]

Control D Month vs. Cumulative

| I I Control D (Lot No.: AC1203D) |
| I I Month (2018/02) Il CUM (2014/02/01~2018/02/28) |
o Reagent Kit|| Target || Mean ||n for CV || TE ||TEa Target || Mean | n for CV | TE |TEa
UnitlD = | ey £ [|(UrgHb) || (UrgHb) [Mean(| 2] %) [ %) || 2%) | © ||| Ureiiv) || Urgr)|[Mean (PP %) | %) | 2)]| ©
Lab019 5 34 ][ 37 |8 189 467 20 Jodl[]l 34 ][ 35 | 28 Jo.4|[11.4]25.8] 20 ][1.5]
(Lo |5 [ 33 | 35 || 2 ) Jol - 35 135 |8 Joaze]iis|20]as
[(Laboze |5 [ 32 L — J o] I JoelJi[ 32 | 32 || 16 J01]3.1]63]36]0)
[Lab028 || 5 ][ 33 | 37 || 12 J[0.2][ 5.4 ||22.9|| 20 Jus)fJ[ 33 ][ 3.6 ][ 23 Jjo2][5.6]20.2] 20 ][1.9]
[Lab037 [ 5 | 3.0 [ 36 | 4 Jo.1][2.8]@25.6][20o.o)[][ 3.0 | 3.5 | 14 ]o.1][2.9 [22.4] 20 |[1.1]
(oo 5 20 | - o[- |zo || 029 J 32 -] -]l
[Tow |- |- 56 26 Joara - - JJ_- 35 J 90 Jo3|se] -] -] -]

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

Month : [2018 v|[02 V|| Change | ~ Cumulative : from [2014 v|[02 V| [01 v|to [2018 V| [02 v][28 V|| Change |

[TOP]

| Reagent Kit |IReagent Code|
[Medicon 5 |
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