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

Select LotNo : AC1203N (2014-01-01 ~ 2100-12-31)  Change
Print Table
| Lab019 |
| \ Control N | Control D
| QC Control Lot No. \ AC1203N | AC1203D
Duration of the Analyzin Month CUM Month CUM
Y29 1 (2017/11) | (2017/03/15~2017/11/30) | (2017/11) |  (2017/03/15~2017/11/30)
] Runs (N) I 26 I 26
| Mean (U/gHb) L1141 | 12.1 | 33 | 2.8
] SD .04 | 1.6 | 02 | 0.4
| CV (%) 28 | 13.2 |61 | 14.3
| TargetValue (UgHb) | 121 | 12.1 | 28 | 2.8
| Total Error (%) - 22 | 26.4 | 300 | 28.6
| TEa (%) 20 | 20 | 20 | 20
] o 12 15 | 04 | 1.4
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2017 11 Change ; Cumulative: from 2017 03 15 to 2017 11 30 Change
[TOP]
Control N SDI QC Chart
Lot No.: AC1203N ; Duration : 2017-03-15 to 2017-11-30 ; Target : 12.1; SD : 1.60 Lab019
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Control D SDI QC Chart

Lot No.: AC1203D ; Duration : 2017-03-15 to 2017-11-30 ; Target : 2.8 ; SD : 0.50
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Control N and Control D SDI

QC Chart
Lot No.: AC1203N ; Duration : 2017-03-15 to 2017-11-30 ; Target: 12.1;SD:1.60 (o)
Lot No.: AC1203D ; Duration : 2017-03-15 to 2017-11-30 ; Target: 2.8 ; SD:0.50 (o) Lab019
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Month : 2017 11 Change ; Cumulative:from 2017 03 15 to 2017 11 30 Change
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Peer Group Statistics (Table 1)

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

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

Print Table 1

Monthly

Month : (2017 v|[11 V|| Change

| | | Control N (Lot No.: AC1203N) ] Control D (Lot No.: AC1203D)

Reagent
UnitlD & Kit Target || Mean |[n for D CV| TE TEaHﬂ Target || Mean |[n for CV| TE TEaI

(U/gHb)|[(U/gHb)[Mean||> " [[(%)| (%) || (%) (U/gHDb)||[(U/gHb)|[Mean|> [|(%)[| (%) |[(%)

(Code) £
[Lab0o19 ][ 5 | 121 | 141 | 3 HO4||28||222H 20[1[][ 28 ][ 33 ][ 3 |.|61||30.0|| 20 ||
[Labos [ 5[ 126 | 149 |2 -] |- J2o] - )0 30 | 36 J 2 J-] -] -20]
[Labo4l || 5 | 128 || 129 || 1 |- H 20 -] 29 I 32 J[t J[-][- ][ - J20]
[ Total | - | - Jl142 6 HO8||5 6|| (0 - 34 6 ||5-9|| -

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

[TOP]
Cumulative
Cumulative : from [2014 v][02 v][01 | t0[2017 V][11 v][30 V|| Change |
Control N (Lot No.: AC1203N) Control D (Lot No.: AC1203D)
| | ]
. ¢ Re;gf n Target || Mean |[n for CV| TE |[TEa Target | Mean ||n for CV|| TE ([TEa
UnitlD = 1 SD () 0 () © SD () 0 ()
(Code) * (U/gHDb)||(U/gHb)|[Mean||” " ||(%)|[ (%) (%) (U/gHDb)||(U/gHb)|Mean||” " |[(%)|| (%) | (%)
| Labo19 || 5 || 12.1 || 146 | 7 HO.6||41||289H 20]0.2)[ 2.8 ][ 3.3 ][ 7 Jlo.1][3.0][23.9][ 20
[Lab037 [ 5 | 126 ][ 149 [ 2 J[-][-] - Jf20] - J[ 3.0 | 36 [ 2 ]-]-]-1][20
[Labodl || 5 | 128 | 129 [ 1 |- - |!20H 29 | 32 JL v -] -] -]20
[ Total | - [ - [ 145 |10 Jogfs 5|| - 0L - 34 10 Jo2fs 9] - [ -

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

| Reagent Kit ||Reagent Code|
IMedicon 15 |




Peer Group Statistics (Table 2)

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

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

Control N Month vs.
Cumulative
| I I Control N (Lot No.: AC1203N) |
| I I Month (2017/11) Il CUM (2014/02/01~2017/11/30) |
Reagent
) s Kit Target || Mean ||n for CV/|| TE (TE4 Target | Mean |n for CV/|| TE |TEaq
UnitID = 1 SD| 0 0 SD| o 0 0 c
(Code) & (U/gHDb)|((U/gHb)|[Mean|” " [(%)|| (%) | (%) (U/gHDb)|(U/gHb)|[Mean||” " [[(%)(|(%) || (%)
0ode) -
[Lab019 [ 5 ][ 121 ][ 141 ][ 3 Jo.4[2.8]p2.2[ 20][1.2][J[ 12.1 | 14.6 ][ 7 ]0.6]4.1]28.9] 20]F0.2]
[Lab0s7 ][ 5 126 J[ 149 N2 J-T-1- J20][- i 126 | 149 |2 -] -] - J20][ -]
[Laboat J[ 5 128 120 [t J[-J-][- J2o][- i 12.8 [ 120 [t J[- - ][ - J20][- ]
[ Toml |- | - 42 ] e Jos|se) - - J0C_- ] 145 ][ 10 Josss] - [ -]

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

Month : 2017 v|[11 || Change | Cumulative : from|2014 v|[02 v|/01 V| t0[2017 \v|[11 v|[30 || Change
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Control D Month vs.
Cumulative
Control D (Lot No.: AC1203D)
Month (2017/11) ll CUM (2014/02/01~2017/11/30)

Reagent ] ] ] ]

) : Target | Mean |/n for CV| TE ||TEa Target || Mean |[n for CV| TE |[TEa
Unittp £ KU by Ureby Mean| SRl ol o] © [ retm)|urerby|MeanS Pl es @)@ ©

(Code) * (U/gHDb)|(U/gHb)| Mean||™~||(%) || (%o)|| (%) (U/gHDb)(|(U/gHb)| Mean||™ " |(%) | (%) || (%)
[Labo1o [ 5 [ 28 | 33 | 3 Jo.26.1]30.0 20 o4][ 2.8 ][ 33 [ 7 Jfo.1][3.0]23.9[20]f0.7]
Lab037 5 3.0 3.6 | 2 |- -0 - f=20][- ]l 30 3.6 |2 |- -] - 2o -]
Lab041 5 2.9 3.2 HHEE B 3.2 L= 0- - 200 -]
[Towl - ] - | 34 J 6 Jo2so] - L J-JIC - 34 JoJp2so - -]

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 Vv|to[2017 v|[11 v/|[30 v|
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| Reagent Kit ||Reagent Code|
IMedicon IIs |
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