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4% LotNo © | BAL116N (2022-04-26 ~ 2100-12-31) v | Change |

FIENEZ

BB Lab003 |

’ ‘ Control N ’ Control D

| QC Control Lot No. \ BAI1116N \ BA1116D
R ‘ Month ‘ CUM ‘ Month ‘ CUM

’ (2023/12) | (2023/11/10~2023/12/31) | (2023/12) | (2023/11/10~2023/12/31)

! 2 (N) |30 | 52 30 | 52

| ZEPHYME (Mean) U/gHb | 134 | 132 |47 4.6

| LRSS (SD) 09 | 0.8 08 | 0.7

| EEEmEARCVI% | 67 | 6.1 170 | 15.2

| EEfH (Target) UgHb | 13.6 | 13.6 46 | 4.6

| 43825 (TE) % 149 | 15.1 362 | 304

| AEFHESE (TEn% | 20 | 20 20 | 20

| o 28 | 2.8 10| 1.3

7% (Bias)% = { [ | B3 F49{E (Mean) - HAE{H (Target) | 1/ HAE{H (Target) } x 100%
4E252= (TE, Total Error)% = §27% (Bias)% + 2 x B8 {48 (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / RETEFHE (CV)

izt s (2023 v [12 v |[Change| ; EEFHART (CUM) : (9 (2023 v (11 v |[10 v|% (2023 v [12 v (31 v |[Change

[TOP]
Control N 7 Control D SDI
N
Lot No.: BA1116N ; fgBg AR © 2023-11-10 % 2023-12-31 ; HZ(H (Target) : 13.6 ; 2H1E#22 (SD): 0.8 ()
Lot No.: BA1116D ; f#ERHAR : 2023-11-10 Z 2023-12-31 ; HAZ{H (Target) : 4.6 ; 2FZHE# (SD): 03 (o) FRAIL : Lab003
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38§ LotNo © | BALL16N (2022-04-26 ~ 2100-12-31) v | Change |

75E1% Reagent Kt : {1 - Trinity VJ{ Change}
- A%EtE |

st Hfy © (2023 v|[12 v [ change |
| | | Control N (Lot No.: BA1116N) [ Control D (Lot No.: BA1116D)

. " Releégite n Target | Mean |n for SD CV|TE |TEa Target | Mean |n for ) CV | TE |TEa
UnitlD (Code) 1 |(U/EHD) (U/gHD) Mean (%) | (%) | %) © | (U/gHb) [(U/gHb) [Mean [ |(%) |(%) |(%) | ©

odac) -

[ Lab003 | 1 [ 136 [ 134 [ 30 [09]6.7[149[20 2.8[[ 46 [ 47 [ 30 [0.8[17.0[36.220 [1.0
| Total | - | 134 30 j09/67) - [ - [-[] - | 47 [30 Jo.8)17.0] - [ - |-

252 (Bias)% = { [ | 2EHFH{E (Mean) - HHE{E (Target) | 1/ BE{E (Target) } x 100%
HH5ER7= (TE, Total Error)% = 3572 (Bias)% + 2 x ZRETEFEAE (CV)
o (Sigma) = (TEa% - #7= (Bias)%) / Rt EAE (CV)

[TOP]
it |
AR 0 5 (2022 v (06 v (01 v % (2023 v [12 v (31 v |Change]
| | | Control N (Lot No.: BA1116N) [ Control D (Lot No.: BA1116D)
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 > | (%) | (%) | (%)
ode) -
| Lab003 | 1 | 13.6 | 135 [221 [0.8(59(12.6/20 33| 46 | 46 |[221 [0.6]13.0026.1]20 [1.5
| Total | - | 135 [221 [08[59] - [ - [-[| - | 46 [221 [06[130] - | - [-

#E (Bias)% = { [ | 5 F49{E (Mean) - HAZ{E (Target) | 1/ HAZ{E (Target) } x 100%
H4557= (TE, Total Error)% = 527 (Bias)% + 2 x RETEE(AHE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / R85 {%E (CV)
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#4% LotNo : | BAL116N (2022-04-26 ~ 2100-12-31) v | Change |

7515 Reagent Kit : {1 - Trinity V}{ Change]
Control N H&tatE Rat4at 2
Lhisez
| | | Control N (Lot No.: BA1116N)
\ | | Month (2023/12) [ CUM (2022/06/01~2023/12/31)

. ¢ Reagent Kit | Target | Mean |n for D CV|| TE |TEa Target | Mean |n for D CV|| TE |TEa
UnitlD = | dey £ |(UrgHb) |(U/gHb) |Mean |2 (%) | (%) |(%) | © | |(U/gHb) |(UrgHb) [Mean °° (%) | %) | (%) | ©
[ Lab003 | 1 | 136 | 134 [ 30 [0.9[6.7[149/20 2.8 136 | 135 [221 [0.8]5.9][12.6] 20 [3.3]
| Total [ - [ - [ 134 [30 fo9le7| - |- [-[] - [ 135 [221 0859 - |- [-

P (Biaso— ([ | RE IS0 (Mean) - FI R (Torge) |1/ FE (Target) ) x 100%
E=5i5% (TE, Total Error)% = 5275 (Bias)% + 2 x ZEHEE(4E (CV)
o (Slgma) (TEa% - 3%7= (Bias)%) / BE18 F4E (CV)

H#ist : (2023 v [12 v [Change ZEHHART (CUM) : 5 2022 v (06 v (01 v %[2023 v|[12 v [31 v |Change

[TOP]

Control D H4a1EL EET48ET

B
‘ ‘ ‘ Control D (Lot No.: BA1116D)
| | | Month (2023/12) [ CUM (2022/06/01~2023/12/31)

S Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitD =1 code) £ |(U/gHD) |(U/gHb) Mean’; (%) | (%) | (%) F( (U/gHb) | (U/gHb) Mean’ST) (%) | (%) | (%) F
[ Labo03 [ 1 | 46 | 47 |30 [08[17.0[36.2]20 [1.0][ 46 | 46 [221 [0.6[13.0[26.1]20 [1.5
| Total | - | - [ 47 [30 [os8i70] - [ - [-[] - | 46 221 06130 - [ - |-

NS

S22 (Bias)% = { [ | 23
QEzR 7% (TE, Total Error)% = 557 (Bias)% + 2 x B8 BLAAE (CV)
o (Sigma) = (TEa% - 357 (Bias)%) / EEHER(GE (CV)

H#fizl: (2023 v [12 v [Change ZEHHART (CUM) : 52022 v (06 v (01 v % (2023 v|[12 v [31 v |Change
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