G6PD ¢ S fm i N El b E e TG A s SDI 531

HEJE LotNo © | BIO922N (2021-01-01 ~ 2100-12-31) v | Change |

FUENE

| TEREE (L : Lab003 |

| | Control N Control D
| QC Control Lot No. | BJ0922N BJ0922D
HRBAHR ‘ Month CUM Month ‘ CUM
(2021/04) (2021/03/24~2021/04/30) (2021/04) (2021/03/24~2021/04/30)

| FETEE (N) L9 26 9 26
| EEPHS(E Mean) Ughb | 140 14.0 47 | 4.7
| Z M (SD) [ 03 0.4 02 | 0.2
| ZEHEELB(CV) % [ 21 29 43 | 43
| EfE2(f (Target) U/gHb | 138 13.8 a7 | 47
| YHERFE (TE) % | 57 7.2 85 | 8.5
| TS HEIAZE (TE) % [ 20 20 20 | 20
| o [ >6 >6 47 | 47

7 (Bias)% = { [ | B&HPH9(E (Mean) - HE(E (Target) | 1/ HAE{H (Target) } x 100%
4HER7% (TE, Total Error)% = 5275 (Bias)% + 2 x BUE{58 B 4# (CV)
o (Sigma) = (TEa% - 3#7E (Bias)%) / Rt RAE (CV)

Bzt : (2021 v|(04 v [Change| ; ZEFHART(CUM): (2021 v (03 v|(24 v % 2021 v|[04 v|[30 v|[change]

[TOP]
Control N k7 Control D SDI
PaKiii
Lot No.: BJ0922N ; f&EgHAR] @ 2021-03-24 Z 2021-04-30 ; HAZ(H (Target) : 13.8 ; 2 {E@HE (SD): 1.38 (o)
Lot No.: BJ0922D ; f&E&HART © 2021-03-24 Z5 2021-04-30 ; EfZ{H (Target) : 4.7 ; £H{E#3% (SD): 047 () FAiL : Lab003
Lab003
+3 S.D.
+2 5.0,
+1 S.D.
. b4 L] =
Target | —3 . A o s ) - ; o« s o8 . ) " a8 o o o ® [u}
-1 S.D.
-2 S,.D.
-3 S.D.
Date 03-24 03-25 03-26 03-27 03-29 03-30 03-31 04-01 04-05 04-06 04-08 04-09 04-10 04-14 04-15 04-16 04-17 04-19 04-20 04-21 04-22 04-24 04-26 04-28 04-29 04-30
Bzt : (2021 v |04 v [Change| ; ZEHHART(CUM): (2021 v (03 v|(24 v % 2021 v|[04 v|[30 v|[change]
[TOP]
Control N SDI 434fi |
Lot No.: BJ0922N ; #&ER A @ 2021-03-24 % 2021-04-30 ; FAZ{H (Target) : 13.8 ; 3 f&%E34 (SD) : 1.38 FAAIz : Lab003
Lab003
+3 5.0,
+2 5.0,
+1 S.D. .
Target | ® hd - hd . o ° o o -—o—o—o o ° e ©® o o | ° hd
* °
-1 S.D.
-2 S,D.
-3 S.D.
Date 03-24 03-25 03-26 03-27 03-29 03-30 03-31 04-01 04-05 04-06 04-08 04-09 04-10 04-14 04-15 04-16 04-17 04-19 04-20 04-21 04-22 04-24 04-26 04-28 04-29 04-30

A%t (2021 v |04 v |[Change| ; ZEHHART (CUM) : [[2021 v (03 v |24 v|% (2021 v |04 v (30 v |Change

[TOP]



Control D SDI 53ffi[E |

Lot No.: BJ0922D ; f@EsHAR] @ 2021-03-24 Z 2021-04-30 ; HAZ{H (Target) : 4.7 ; 2 {EWAEE (SD) : 0.47 EHAL : Lab003
Lab003
+3 S.D.
+2 S.D.
+1 5,0,
oo g ° o o oo
Target u} o =) - w] =) o = = u} u} ] - 8—8—8—8 88—
-1 5.D.
-2 5.0,
-3 S.D.
Date 03-24 03-25 03-26 03-27 03-29 03-30 03-31 04-01 04-05 04-06 04-08 04-09 04-10 04-14 04-15 04-16 04-17 04-19 04-20 04-21 04-22 04-24 04-26 04-28 04-29 04-30

Bzt : (2021 v |04 v [Change| ; ZxFHART(CUM): [5[2021 v (03 v|(24 v % 2021 v ][04 v|[30 v|[change]

[TOP]




Hhgkn AL GOPD F Eighn N mEdataaR (FR—)

JEf% LotNo © | BJO922N (2021-01-01 ~ 2100-12-31) v | Change |

1% Reagent Kit : {1 - Trinity V]{ Change}
- A%iEtE |

st HEy + 2021 v |04 v | Cchange |
| | | Control N (Lot No.: BJ0922N) H Control D (Lot No.: BJ0922D)

) s Reagent Target | Mean |n for 3D CV |TE |TEa Target | Mean |n for 3D CV||TE |TEa
UnitlD = (Code) 1 (U/gHb) (U/gHb) Mean >~ (%) (%) (%) | © | |(U/gHb) [(U/gHb) [Mean | (%) (%) | (%) | ©

odac) -~

[ Labo03 | 1 [ 138 [ 140 [ 19 [03[2.1[57[20 6] 47 | 47 [ 19 [0.2[43(85]20 4.7
CTowl | - | o321 - |- -1 - | 47 |19 o2/as|- - |-

:5‘1? (Bias)% = { [ | B F9{H (Mean) - HHE{E (Target) | 1/ HHE{E (Target) } x 100%
445772 (TE, Total Error)% = 527 (Bias)% + 2 x EETEE(AE (CV)
c (Slgma) (TEa% - #i7% (Bias)%) / Rt 5{%E (CV)

[TOP]
it |
ZEPHARS 0 5 (2020 v (01 v (01 v| % (2021 v (04 v (30 v||cChange
| | | Control N (Lot No.: BJ0922N) H Control D (Lot No.: BJ0922D)
Reagent
. s Kit Target | Mean |n for D CV |TE [TEa s Target | Mean |n for D CV|TE [TEa s
UnitID = (Codey * (U/gHb) [(U/gHb) [Mean [~ [(%) (%) | (%) | © | [(U/gHb) |(U/gHb) Mean >~ (%) [(%) (%)
[Lab003 | 1 | 138 [ 141 [ 57 [03[2.1]6.4[20 6] 47 | 47 | 57 [0.2[43[85]20 4.7
| Total | - | 141 [ 57 o321 - - [-[] - [ 47 [57 Jo2[a3]-[- |-
S5 (Bias)% = { [ | BEHVEIE (Mean) - FAE(E (Target) | 1/ HHLIH (Target) } x 100%
HEzR 7= (TE, Total Error)% = 527 (Bias)% + 2 x RETEFE(AE (CV)
o (Sigma) = (TEa% - 327 (Bias)%) / RETER(AE (CV)
[TOP]

‘ Reagent Kit ‘Reagent Code
‘Trinity ‘ 1




Hhelg L GOPD E Efwls NHmEEHER (FER2)

HES% LotNo © | BJO922N (2021-01-01 ~ 2100-12-31) v | Change |

518 Reagent Kit : {1 - Trinity V}[ Change}
Control N H#ratEl ZEt4fat 2
L=
‘ ‘ ‘ Control N (Lot No.: BJ0922N)
| | | Month (2021/04) ] CUM (2021/01/01~2021/04/30)

) ¢ Reagent Kit | Target | Mean |n for SD CV |TE |TEa Target | Mean |n for SD CV || TE||TEa
UnitID £ (Code) * |(U/gHb) |(U/gHb) Mean |~ |(%) [(%) | (%) | |(U/gHb) |(U/gHb) Mean > (%) (%) | (%) | ©
[ Labo03 [ 1 [ 138 [ 140 [ 19 [03[21[57[20 [>6[| 138 | 141 | 57 [03[2.1[6.4]20 [>6
[ Total [ - [ - [ 140 [19 Jo3[21 - [ - [-[[ - [ 141 [57 Jo3[21]-[-[-

7% (Bias)% = { [ | B FH9(E (Mean) - HAZ{H (Target) | 1/ FZ{E (Target) } x 100%
#8555 (TE, Total Error)% = 5775 (Bias)% + 2 x R85 AR H (CV)
o (Sigma) = (TEa% - 27 (Bias)%) / E 88548 (CV)

st (2021 v|[04 v [change| ZEHHARE (CUM) : 19 (2021 v |01 v (01 v % (2021 v |04 v [30 v | Change]

[TOP]

Control D H 4L 34zt

Bt e
| | | Control D (Lot No.: BJ0922D)
| | | Month (2021/04) ] CUM (2021/01/01~2021/04/30)
. " Reagent Kit | Target | Mean |n for CV/||TE |TEa Target | Mean |n for CV/||TE |TEa
UnitlD = 046y £ | (U/gHb) |(U/gHb) Mean@ (%) (%) | (%) F( (U/gHb) |(U/gHb) Mean|; (%) (%) | (%) F
| Lab003 | 1 47 [ 47 [ 19 [02[43[85[20 [47][ 47 | 47 | 57 [02]43]85[20 [4.7
| Total | - - a7 (9 fo2f4as - [ - [ - | 47 |57 [o2fa3] - - |-

RS (Bias)% = { [ | BET-FA5{E (Mean) - EE{H (Target) | 1/ EIFEH (Target) } x 100%
4“7 (TE, Total Error)% = #5i7= (Bias)% + 2 x Rt S5 AHE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / REtEEARE (CV)

kst (2021 v 04 v [change| ZEHHARE (CUM) : 15 (2021 v |01 v (01 v % (2021 v |04 v [30 v | Change]

[TOP]

‘ Reagent Kit ‘Reagent Code
’Trinity ’1
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