G6PD F £ E mE StaT4a R ke SDI 43l

HBEFZ LotNo © | BAL116N (2022-04-26 ~ 2100-12-31) v | Change

FIENE =

 iRBRE(: Lab003 |

‘ | Control N ‘ Control D
| QC Control Lot No. | BAI116N ] BAI1116D
Ho BRI ‘ Month ‘ CUM ‘ Month ‘ CUM
’ (2023/08) | (2023/07/08~2023/08/31) | (2023/08) | (2023/07/08~2023/08/31)

| ZEFBEE (N) 28 | 52 28| 52
| ZEPH9(E Mean) UlgHb | 137 | 13.6 . 46 | 4.6
| ZUHEEE (SD) 07 | 0.7 03| 0.2
| EEEEGHCV% | 51| 5.1 65 | 43
| EfSfH (Target) UgHb | 136 | 13.6 46 | 46
| 43R (TE) % 1o | 10.3 130 | 8.7
| OEIESE (TE)% [ 20 | 20 2 | 20
\ o | 38 | 3.9 Y 4.7

s (Bias)% = { [ | B&TFHIME (Mean) - [H5{E (Target) | 1/ HAZ{H (Target) } x 100%
#ER7E (TE, Total Error)% = 27 (Bias)% + 2 x ZEHEE{HEL (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt 5AE (CV)

Hakzt o (2023 v (08 v |[Change| ; ZEHHART (CUM) : 42023 v (07 v (08 v | %2023 v (08 v (31 v |Change

[TOP]
Control N 7 Control D SDI
AN =X
SAN i
Lot No.: BA1116N ; fgEgHART : 2023-07-08 % 2023-08-31 ; HZ{H (Target) : 13.6 ; SE{HEAEZE (SD): 0.8 (o)
Lot No.: BA1116D ; f&Es AR © 2023-07-08 % 2023-08-31 ; EfZ{H (Target) : 4.6 ; M (SD): 0.3 (o) BRI : Lab003
Lab003
+3 S5.D.
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+1 S.D 8 * o a8
. = e - = L ]
T t e O 8 = : e =
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v @ .
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-3 S.D.
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+2 5.D. 3 o
L ] a
+1 S5.D. 0 7] * E 7
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Date 08-04 08-05 08-07 08-07 08-08 05-09 08-10 08-11 05-12 05-14 08-14 05-15 058-16 05-17 08-18 08-19 05-21 08-22 08-23 08-24 058-25 05-26 08-28 08-29 05-30 08-31

A%zt (2023 v (08 v |[Change| ; ZEHART (CUM) : (52023 v (07 v (08 v %2023 v (08 v [31 v/ Change

[TOP]



Control N SDI 434ff |

Lot No.: BA1116N ; fERHART © 2023-07-08 & 2023-08-31 ; FfZ{H (Target) : 13.6 ; 2F#fE#E35 (SD) : 0.8 BRI : Lab003

Lab003
+3 S5.D.

+2 5.0,
+1 S.D.
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-1 S.D.
-2 S.D.

-3 S.D.
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07-08 07-10 07-11 07-12 07-13 07-13 07-14 07-15 07-17 07-17 07-18 07-18 07-19 07-20 07-21 07-22 07-24 07-25 07-26 07-27 07-27 07-28 07-29 07-31 08-01 08-02
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L

08-04 08-05 08-07 08-07 08-08 08-09 08-10 08-11 08-12 08-14 08-14 08-15 08-16 08-17 08-18 08-19 08-21 08-22 08-23 08-24 08-25 08-26 08-28 08-29 08-30 08-31

ezt : (2023 v (08 v |[Change| ; EFHART (CUM): (92023 v (07 v (08 v %2023 v (08 v [31 v |Change

[TOP]

Control D SDI 43ffifE] |

Lot No.: BA1116D ; faBafs © 2023-07-08 = 2023-08-31 ; HAZ{H (Target) : 4.6 ; 5 {EAE# (SD) : 0.3 BRIz : Lab003

Lab003
+3 5.0,

+2 5.D.
+1 S5.D.
Target
-1 S.D.
-2 S.D.

-3 S.D.
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+3 S5.D.
+2 5.0,
+1 5.0,
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-2 5.D.
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07-08 07-10 07-11 07-12 07-13 07-13 07-14 07-15 07-17 07-17 07-18 07-18 07-19 07-20 07-21 07-22 07-24 07-25 07-26 07-27 07-27 07-28 07-29 07-31 08-01 05-02

u]
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u]

08-04 08-05 08-07 05-07 08-08 08-09 08-10 08-11 08-12 08-14 08-14 05-15 08-16 08-17 08-18 08-19 08-21 08-22 08-23 08-24 08-25 08-26 08-28 08-29 08-30 08-31

H#st (2023 v (08 v|[cChange| ; M (CUM): 5 2023 v (07 v|(08 v %2023 v (08 v (31 v||Change

[TOP]



2R GOPD E Bfele NEmESREHER (HBFR—)

HEHE LotNo © | BAL116N (2022-04-26 ~ 2100-12-31) v | Change |

5% Reagent Kit : \ 1 - Trinity v H Change:\

| SNk — |

 H%etE |

st A0y © 2023 v | 08 v Change

‘ ‘ ‘ Control N (Lot No.: BA1116N) H Control D (Lot No.: BA1116D)

.4 |ReagentKit | Target | Mean |nfor CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitlD = codey £ | (U/gHb) | (U/gHb) |Mean E %) | (%) | (%) F[ (U/gHb) | (U/gHb) Mean @ (%) | (%) | (%) F
| Lab003 | 1 136 [ 137 [ 28 [0.7]5.1 11020 38 46 | 46 | 28 [0.3]6.5]13.0] 20 [3.1
[ Total [ - - [ 137 [28 Jo7[sa[ - [ - [-[] - | 46 |28 0365 - [ - [-

07 (Bias)% = { [ | B&HF451E (Mean) - EfE(H (Target) | 1/ EZ{E (Target) } x 100%
#8E (TE, Total Error)% = 327 (Bias)% + 2 x Rt R{AH (CV)
o (Sigma) = (TEa% - 37= (Bias)%) / EETEEAE (CV)
[TOP]

 Fitiiate |

ZEFHARS : (2022 v (06 v (01 v %2023 v (08 v [31 v || Change |

| | | Control N (Lot No.: BA1116N) [ Control D (Lot No.: BA1116D)

.4 |ReagentKit | Target | Mean |nfor CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitlD = ey t | (U/gHb) | (U/gHb) [Mean E %) | (%) | (%) F[ (U/gHb) | (U/gHb) [Mean B )| (%) | (%) F
| Lab003 | 1 | 136 | 136 [ 108 [0.8(5911.8(20 [3.4[[ 46 | 46 [ 108 [0.3]6.5]13.0]20 [3.1
| Total | - - [ 136 [108[08[59 - [ - [-[] - | 46 [10803]65] - |- [-

A7 (Bias)% = { [ | BEHPH(E (Mean) - B {2(H (Target) |1/ HAE{H (Target) } x 100%
#ER7E (TE, Total Error)% = 837 (Bias)% + 2 x ZEtEERE (CV)
o (Sigma) = (TEa% - #7= (Bias)%) / Rt 5 {AE (CV)

[TOP]

‘ Reagent Kit ‘Reagent Code
‘Trinity ‘ 1




2R GOPD E Bfele NEmESREHER (BR2)

HEHE LotNo © | BAL116N (2022-04-26 ~ 2100-12-31) v | Change |

5% Reagent Kit : \ 1 - Trinity v H Change:\

Control N F S8 it 4t~ ‘

Bt e
| | \ Control N (Lot No.: BA1116N)
| | | Month (2023/08) ] CUM (2022/06/01~2023/08/31)
) " Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitlD =1 4y £ | (U/gHb) |(U/gHb) Mean@ (%) | (%) | (%) F[ (U/gHb) | (U/gHb) Mean’;(%) (%) |(%) F
[ Lab003 [ 1 136 [ 137 [ 28 [o.7[5.1]11.0[ 20 [3.8]] 136 [ 13.6 [ 108 [0.8[5.9[11.8] 20 [3.4
| Total | - - [ 7 (28 Jorsall - [ - [-1] - [ 136 [108 [0.8[59] - [ - [-

i (Bias)% = { [ | E3H-F9{H (Mean) - HfE{E (Target) | 1/ HAZ{E (Target) } x 100%
HHER7Z (TE, Total Error)% = 327 (Bias)% + 2 x BEHEEZE (CV)
o (Sigma) = (TEa% - #i7 (Bias)%) / BEEHEF(GE (CV)

4zt o (2023 v (08 v |[Change ZEHHART (CUM) : 52022 v (06 v (01 v | % [2023 v|[08 v [31 v |Change

[TOP]

Control D 45 [ 25 14551 ‘

B
| | | Control D (Lot No.: BA1116D)
| | | Month (2023/08) ] CUM (2022/06/01~2023/08/31)
) ¢ Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean |n for CV|| TE |TEa
UnitlD =1 codey £ | (U/gHb) | (U/gHb) | Mean E (%) | (%) |(%) F( (U/gHb) | (U/gHb) | Mean E (%) | (%) |(%) F
| Lab003 | 1 46 | 46 | 28 [03]65]13.0[20 3.1 46 | 46 | 108 |0.3]6.5(13.0[20 [3.1
CTotal [ - [ - [ 46 [ 28 Jo3fes| - |- [-[] - | 46 [108 0365 - [ - [-

#72 (Bias)% = { [ | £&H9MH (Mean) - HE(H (Target) | 1/ HHE(E (Target) } x 100%
4837 (TE, Total Error)% = 3275 (Bias)% + 2 x EHEEF.4H8) (CV)
o (Sigma) = (TEa% - 3272 (Bias)%) / B34 BA48 (CV)

H#fizt (2023 v 08 v | Change ZEHHARE (CUM) : [4/2022 v (06 v (01 v | %2023 v| 08 v (31 v/ Change

[TOP]

‘ Reagent Kit ‘Reagent Code
‘Trinity ‘ 1
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