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Control N Control D
G6PD
(Lot No.:BA1116N) (Lot No.: BA1116D)
S H > 6 6
Bow 3R Fe (n) 36 36
¢ i~ # (Median) 14.5 (U/g Hb) 5.4 (U/g Hb)
T 2@ (Mean) 14.4 (U/g Hb) 5.1 (U/g Hb)
&% (SD) 1.1 0.6
%3 %k (CV) 7.6% 11.8%
G6PD t& &% & 4 [l 11.6 ~ 15.8 (U/g Hb) 4.2 ~ 5.9 (U/g Hb)
Hb & % (& 4 [l 2.1~25(g/dL) 2.1~2.7(g/dL)
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** G6PD Method = Innovation Kit, 37°C
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= 1 = £
G6PD E EREBNEmE a4 R K SDI 3 filE
12 LotNo : | BA1116N (2022-04-26 ~ 2100-12-31) v | Change |
A EA B .
 RBRHL :Lab029 |
‘ | Control N ’ Control D
\ QC Control Lot No. | BAI116N ] BA1116D
BRI Month CuUM Month CUM
IR (2023/08) (2023/03/14~2023/08/31) (2023/08) (2023/03/14~2023/08/31)
\ 2B (N) s 26 s 26
| B HE Mean)UgHb [ 156 | 15.5 A 55
\ ZEHEkEZE (SD) [ 02 | 0.2 02 | 0.2
\ ZEHERGE (CV) % = 1.3 | 35| 3.6
\ FFE2{# (Target) U/gHb | 156 | 15.6 | 54| 5.4
\ 4asm7= (TE) % [ 26 | 32 [ 126 | 9.1
| AIBFPMEERE (TEa) % 20 | 20 20 | 20
| o N >6 |41 5.0
S5 (Bias)% = { [ | BFF49(E (Mean) - FFE{E (Target) |1/ E FE{ (Target) } x 100%
44ERE (TE, Total Error)% = Fi7% (Bias)% + 2 x Rt S {A8 (CV)
o (Sigma) = (TEa% - 3#7% (Bias)%) / Rt EAEL (CV)
Higizt: 2023 v |[08 v [Change ; EEHHRE (CUM): [9 2023 v (03 v|(14 v % 2023 v |[08 v (31 v | Change
[TOP]
Control N & Control D SDI
i
5 i
Lot No.: BA1116N ; fmEGHAR] : 2023-03-14 % 2023-08-31 ; HFE{H (Target) : 15.6 ; 51T AEZ (SD): 0.30 (o)
Lot No.: BAL116D ; #gB#HAR @ 2023-03-14 Z 2023-08-31 ; HFE{H (Target) : 5.4 ; 2¥[E#E7 (SD): 020  (0) FRAir : Lab029
Lab029
+3 S5.D,
a o
+2 S5.D. &
o o * o o
+1 S.D, g 8 . a a . = a8 .
[m} [m}
Target .—Q—E—I—E—Q—E hd g
o e O . . * .
-1 5.D. L 2 L 2 L 2 =3 * > *>
[m]
-2 5.D. & *
-3 S.D.
Date 03-14 03-21 03-21 03-28 04-03 04-11 04-18 04-25 05-02 05-09 05-16 05-23 05-31 06-05 06-13 06-20 06-27 07-04 07-11 07-18 07-25 05-01 08-08 08-15 08-22 05-29
Bzt o (2023 v |08 v|[change ; ZEhHART (CUM): 15 (2023 v (03 v|[14 v|% 2023 v (08 v 31 v [Change
[TOP]

Control N SDI 43(f |
Lot No.: BAIT16N ; B[S : 2023-03-14 Z 2023-08-31 ; HA%{H (Target) : 15.6 ; {8432 (SD) : 0.30 I : Lab029
Lab029
+3 S.D.
+2 5.0,
+1 S.D. hd

L ] L ] L *

Target hd - ry > &> ry ry hd ry hd
-1 5.0, d — o o * . >~ o ¢
-2 5.D. -
-3 S.D.
Date 03-14 03-21 03-21 03-28 04-03 04-11 04-18 04-25 05-02 05-09 05-16 05-23 05-31 06-05 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-08 08-15 08-22 05-29

Azt (2023 v |[08 v [Change ; EEHHRST (CUM): 192023 v (03 v|(14 v % 2023 v |[08 v (31 v | Change

[TOP]



Lot No.: BA1116D ; fgBgHART © 2023-03-14 % 2023-08-31 ; HIE(E (Target) : 5.4 ; &

Lab029
+3 S.D.

+2 S5.D.
+1 5.0,
Target
-1 S.D.
-2 5.0,

=3 S.D.

Date

Control D SDI 474

TEAEZE (SD) : 0.20

1]

03-14 03-21 03-21 03-28 04-03 04-11 04-18 04-25 05-02 05-09 05-16 05-23 05-31 06-05 06-13 06-20 06-27 07-04 07-11 07-18 07-25 05-01 08-08 08-15 05-22 08-29

H#gizt (2023 v |[08 v [Change ; EEHRT (CUM): (42023 v (03 v|(14 v % 2023 v |[08 v (31 v | Change

[TOP]




HiREREA GOPD E Bl N ERETER (HBFR—)

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

5% Reagent Kit : [3 - Innovation v J\ Change}

SENSE—
A%t |

4st A1 2023 v |08 v || Change
‘ ‘ ‘ Control N (Lot No.: BA1116N) H Control D (Lot No.: BA1116D)

.4 |ReagentKit| Target | Mean |n for D CV | TE |TEa Target | Mean |n for SD TEa
UnitlD = 1 code) £ |(U/gHb) | (U/gHb) [Mean >~ | (%) (%) (%) | © | |(U/gHb) |(U/gHb) |Mean (% (%) (%)
[ Lab004 | 3 [ 148 || 143 [ 4 [03[21[76[30 [>6|| 46 | 45 | 4 [03]6.7[155 30 ]E
CLabotl | 3 [ 141 [ 136 | 4 [17[125]28.5]20 [13[] 45 [ 47 | 4 J02[43[13.0[20 3.6
[ Labo13 [ 3 [ 151 [ 152 [ 9 03[20[46 (20 [>6[[ 54 [ 54 [ 9 [02[3.7[74[20[54
[ Labol4 [ 3 [ 144 | 143 | 9 o3[21[49[20[>6[[ 57 [ 56 [ 9 [02[36[89[20 5.1
[ Labole | 3 [ 128 | 127 | 5 [02]16[39 (20> 42 [ 43 | 5 [0.1[23[7.0][20 [>6
| Lab029 | 3 | 156 | 156 | 5 [7‘13‘26\20 >6[[ 54 | 57 [ 5 J02[3.5][12.6]20 [4.1
| Total | - [ 144 [ 36 [11]76] - -] 51 [ 36 Jos[ns] - [ - [-

7 (Bias)% = { [ | 51 F9{E (Mean) - FFZ(H (Target) | 1/ HE{E (Target) } x 100%
4E=io= (TE, Total Error)% = 5275 (Bias)% + 2 x BT E 48 (CV)
o (Sigma) = (TEa% - #i7% (Bias)%) / EEHEEGE (CV)
[TOP]

Eroel
ZEHART - 42022 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 |n for CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitlD = | gy # | (U/gHb) | (U/gHb) (Mean |2 (%) | (%) | (%) | © | |(UrgHb) | (UlgHb) Mean °2 | (%) | (%) |(%) | ©
| Laboo4 | 3 | 148 | 143 | 4 [03]21[76 (30 [>6|| 46 | 45 | 4 [03]67155]30 [42
[ Laboll [ 3 [ 141 [ 129 [ 12 [11[85[256[20 [14]] 45 | 47 | 12 J02[43[13.0]20 [3.6
[ Labo13 [ 3 [ 151 [ 153 [ 64 [02[13[39[20 [>6]] 54 | 55 | 64 [02]3.6[9.1]20 50
[ Labo14 | 3 | 144 | 143 | 84 (03214920 [>6[[ 57 | 56 | 84 [02[3.689[20 [5.1
| Labole | 3 | 128 | 126 | 43 (032463 (20 [>6[ 42 | 42 | 43 [02]48 9520 [42
[ Lab029 [ 3 [ 156 | 153 [ 33 [05(33[85 (20 [55]] 54 | 54 | 33 [03[56[11.1]20 [3.6
| Total | - 143 (240 177 - [ - [-0 - | 52 [240 Jo6[1ns[ - [ - |-
H5E (Bias)% = { [ | BEFT49(H (Mean) - HE{H (Target) | 1/ EFE{E (Target) } x 100%
4E= (TE, Total Erron)% = 327 (Bias)% + 2 x RFE2R{AHE (CV)

o (Sigma) = (TEa% - 37 (Bias)%) / RatEERAE (CV)
[TOP]
‘ Reagent Kit ‘Reagent Code

‘Innovation ‘3




ZiRERE L GOPD EEME NIHlmERETER (BERT)

38842 LotNo : | BA1116N (2022-04-26 ~ 2100-12-31) v | Change |

4% Reagent Kit : \T3 - Innovation v H Change}

| FIENsEE
Control N H st Zat4iat Z b
I
| | | Control N (Lot No.: BA1116N)
| | | Month (2023/08) [l CUM (2022/06/01~2023/08/31)

.+ | ReagentKit | Target | Mean |nfor SD CV | TE |TEa Target | Mean | n for SD TEa
UnitlD =1 (codey + | (U/gHb) | (UrgHb) |Mean |>° | (%) | (%) |(%) | © | | (U/gHb) | (U/gHb) | Mean % (% %) | °
| Lab004 | 3 148 | 143 [ 4 Jo3[21[76[30 [>6[[ 148 | 143 [ 4 [03[21[76[30 [>6
| Laboll | 3 L 141 | 136 | 4 [17]125[285/20 [13[[ 141 [ 129 [ 12 [1.1/85[256/20 [1.4
| Lab013 | 3 C1s1 [ 152 [ 9 [03[20 46 206 151 | 153 [ 64 [02]13[39[20 [>6
| Lab0l4 | 3 D144 [ 143 [ 9 o321 [49 [20]>6[[ 144 [ 143 | 84 032149 [20 [>6
| Labole | 3 D128 | 127 [ 5 Jo2f1e (3920 [>6[[ 128 | 126 | 43 [03[24[63[20 [>6
| Lab029 | 3 156 | 156 | 5 [02]13 26 \20 >6 || 156 | 153 [ 33 [05[33[85 20 55
| Total | - | [ 144 [ 36 [11[76] - ol - a3 240 a7 - - -
72 (Bias)% = { [ | BEHF
4E=Ro2 (TE, Total Error)%— Eél? (Blas)%+2 x EEf B A (CV)

o (Sigma) = (TEa% - 57 (Bias)%) / B354 (CV)
4zt (2023 v |08 v [Change  EEFHART (CUM) : 42022 v (06 v |01 v| %2023 v |08 v|(31 v |Change
[TOP]
Control D H&tatEl Zat4rat Zth
I
| | | Control D (Lot No.: BA1116D)
| | | Month (2023/08) [l CUM (2022/06/01~2023/08/31)

. " Reagent Kit | Target Mean | n for D CV | TE |TEa Target Mean | n for SD TEa
UnitlD =1 (codey £ | (U/gHb) | (UlgHb) |Mean |>° | (%) | (%) (%) | ® | | (U/gHb) | (U/gHb) |Mean % % ) [%) | °©
| Laboo4 | 3 46 | 45 | 4 03]67[155]30 [42]] 46 | 45 [ 4 [03]67[155]30 [42
| Laboll [ 3 45 | 47 [ 4 [02[43[13.0/20 [36]| 45 | 47 [ 12 [02[43[13.0]20 [3.6
[ Labo13 [ 3 54 | 54 [ 9 [02[37 7420 54| 54 | 55 [ 64 [02]3.6[9.1]20 50
| Labol4 | 3 57 [ 56 [ 9 Jo2[36 (8920 [50[[ 57 | 56 [ 84 [02]36[89[20 51
| Labole | 3 42 [ 43 [ s Joa[23 (7020 [>6[[ 42 | 42 [ 43 [02]48[95[20 [42
| Lab029 [ 3 | 54 | 57 [ 5 Jo2[35126/20 [41]] 54 | 54 | 33 [03[56[11.1]20 [3.6
| Total | s [ 36 Jos[ns| - [ - [ -] - [ 52 240 [o6/115] - [ - -
iR (Bias)% = { [ | BahPE
44=R3% (TE, Total Error)% = 3R7 (B1as)%+2 x BETEE RS (CV)

o (Sigma) = (TEa% - 372 (Bias)%) / ZEH I {H (CV)
4zt (2023 v/ 08 v [Change  EEFHART (CUM) : 52022 v (06 v |01 v| %2023 v | 08 v|(31 v |Change |
[TOP]
| Reagent Kit ’Reagent Code

‘Innovation ‘3
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