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

Select LotNo : AH1220N (2019-01-28 ~ 2100-12-31)  Change
Lab003
Control N Control D
QC Control Lot No. AH1220N AH1220D
Duration of the Analyzing Month CUM Month CUM
(2019/02) (2019/02/01~2019/02/28) (2019/02) (2019/02/01~2019/02/28)
Runs (N) 12 12 12 12
Mean (U/gHb) 15.7 15.7 5.1 5.1
SD 0.7 0.7 0.5 0.5
CV (%) 4.5 4.5 9.8 9.8
Target Value (U/gHb) 15.3 15.3 5.2 5.2
Total Error (%) 11.5 1.5 21.5 215
TEa (%) 20 20 20 20
o 3.9 3.9 1.8 1.8

Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
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Cumulative : from 2019 02 01 to 2019 02 28 Change
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AH1220N ; Duration : 2019-02-01 to 2019-02-28 ; Target : 15.3 ; SD : 0.8
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Control D SDI QC Chart

Lot No.: AH1220D ; Duration : 2019-02-01 to 2019-02-28 ; Target : 5.2 ; SD: 0.4
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Lot No.: AH1220N ; Duration :
Lot No.: AH1220D ; Duration :

Lab003
+3 5.0,
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+1 5.0,
Target
-1 5.0,
-2 5.0,
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Date

Control N and Control D SDI

QC Chart

2019-02-01 to 2019-02-28 ; Target: 15.3;SD: 0.8 (o)
2019-02-01 to 2019-02-28 ; Target: 5.2;SD: 0.4 (o)
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242 LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) V| Change |

42 Reagent Kit : [6 - Instruchemie V| Change |

H&ist%
gt A :
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
| [ [ il |
. ¢ Reli%f n Target | Mean | n for SD CV/| TE |TEa Target || Mean ||n for SD CV|| TE ||TEaq]
UnitID = (Code) * (U/gHb)([(U/gHb)[Mean|[>||(%)l| (%) | (%) (U/gHb)||(U/gHb)([Mean|[>"|[(%)|| (%) || (%)
Laboo3 | 6 153 | 157 ] 12 45115 20 B[ 52 ][ 51 ][ 12 98215 20 ][1.8]
[ Total || - | - | 157 |12 |.|45|| J-J0C - st 12 |.|98|| IE
B (Bias)% = { [ | BEHFHIME (Mean) - EHEH (Target) |1/ BIEE (Target) } x 100%
H8ER7E (TE, Total Error)% = 5872 (Bias)% + 2 x BB R4 (CV)
o (Sigma) = (TEa% - 58%= (Bias)%) / ReTEER(AHEL (CV)
[TOP]
RETHETER
FEHEART © & [2019 v][02 v|[01 V| Z [2019 V][02 v][28 V|| Change |
| I | Control N (Lot No.: AH1220N) i Control D (Lot No.: AH1220D) |
. " Re;gte n Target || Mean |n for CV/| TE |TEa] Target || Mean ||n for CV|| TE ||TEq]
Unit[D £ " lretiv)|Urgtb)Mean|> Do) 26) [ @) © || [l(U/etib)||U/atb)Mean|P o) 6)[ %)
(Code) t g g (i (] (i g g 0 (i (i
[Laboo3 [ 6 | 153 | 157 J 12 Jo.7[45]1ts[20 B9l 52 ][ 5.1 | 12 Jpo.5][9.8]1.5][20][1§]
[ Tol [ - [ - (157 [ 12 oras][ - - 000 - 1 s ][ 12 Josfos) - ][ - J[-]

832 (Bias)% = { [ | BFFFE9{E (Mean) - EfE(E (Target) | 1/ EAE{E (Target) } x 100%
483772 (TE, Total Error)% = 3232 (Bias)% + 2 x REHER(AE (CV)
o (Sigma) = (TEa% - #i7 (Bias)%) / RaHEEEHE (CV)
[TOP]
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#E1E LotNo : |[AH1220N (2019-01-28 ~ 2100-12-31) | Change |

#Ef¥ Reagent Kit : |6 - Instruchemie V| Change |

Bz
Control N H &tatEi Bat4st
Z LR

| | I Control N (Lot No.: AH1220N) |
| I I Month (2019/02) I CUM (2019/02/01~2019/02/28) |

) " Reagent Kit| Target || Mean ||n for D CV|| TE ||TEa Target || Mean ||n for SD CV/|| TE ||TEa
UnitD = |l ey + {lUreib)|(UrgHb)|Mean|> 2l c6)]| %) [[@)]| © | (U/eHb)|(UreHb)|Mean|>Pos)| %) %)
[Labo03 |[ 6 ][ 153 ][ 157 ][ 12 Jo.7[4.5]1t.5)[20 |B.9of][ 153 ][ 15.7 ][ 12 Jo.7|[4.5][11.5][20][3.9)
[Towl [ - ][ - [ 157 12 JoAs] - - JL-JIC - 157 12 Jo.74.5] - - [-]

ERZE (Bias)% = { [ | RETEESE (Mean) - BFRE (Target) | 1/ BHEHE (Target) } x 100%
HHERZ= (TE, Total Error)% = 327 (Bias)% + 2 x RFTER(RE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / BT EEEAE (CV)

B#st ¢ (2019 v||02 v|| Change | BETHAR (CUM) : B (2019 v| |02 v|[01 v| & [2019 v|[02 v||28 V|| Change
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Control D H G TR R Geat

Z bR
| I I Control D (Lot No.: AH1220D) |
Month (2019/02) CUM (2019/02/01~2019/02/28)
UnitD 1 Reagent Kit Target || Mean ||n for CV|| TE |[TEa s Target || Mean |[n for D CV| TE TEaE
“ | (Code) ¥ 1|(U/gHDb)||(U/gHb)||Mean| (%)|| (%) |[(%0) (U/gHb)|[(U/gHb)|Mean (%)[| (%) ||(%0)
Lab003 6 5.2 5.1 12 9.81[21.5{| 20 ||1.8 52 5.1 12 ](0.5]|9.8{[21.5|| 20 IE
Total - 5.1 12 9.8 - - 5.1 12 1(0.5]|19.8| - || - E

R (Bias)% = { [ | BEHPH{E (Mean) - EHE{E (Target) | ]/ EAE{E (Target) } x 100%
4Bz57= (TE, Total Error)% = g2 (Bias)% + 2 x R EAE (CV)
o (Sigma) = (TEa% - 3%2= (Bias)%) / Bt R4E (CV)

Bt AR (CUM) © & [2019 V] [02 v[01 V] 2 [2019 v][02 V][28 V][ Change |
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