G6PD & & fafi PN Ein'E ST 45 R K SDI S3-{ffilE]

JEFE LotNo © | AH1220N (2019-01-28 ~ 2100-12-31) v | Change |

YN N .
BB Laboso |
‘ ’ Control N ‘ Control D
\ QC Control Lot No. ] AH1220N \ AH1220D
BRI Month CuM Month CuM
RHIR (2023/08) (2023/05/04~2023/08/25) (2023/08) (2023/05/04~2023/08/25)

\ ZHHEH () 6| 26 6| 26

| ZEEYE Mean)UgHb | 138 | 13.8 43 44

| ZEFEEHEZE (SD) [ 02 | 0.4 o1 | 0.1

\ ZEEAEAE(CV) % 14| 2.9 23| 23

\ FIfE(# (Target) U/gHb |18 | 13.8 43| 43

\ YR (TE) % 29 5.8 T 6.9

\ A5 F4EER7E (TEa) % 20 | 20 20 | 20

\ c R >6 B >6

72 (Bias)% = { [ | BET-F9(E (Mean) - EE{H (Target) | 1/ HAZ(E (Target) } x 100%

K427 (TE, Total Erron)% = 57 (Bias)% + 2 < 2L R{AM (CV)

o (Sigma) = (TEa% - #i22 (Bias)%) / Rl FAEL (CV)

Hegizt: (2023 v |[08 v [Change ; EEHHHRT (CUM): (92023 v (05 v|(04 v % 2023 v |[08 v (25 v | Change
[TOP]
Control N £ Control D SDI
N
AN il

Lot No.: AH1220N ; #&EREARS © 2023-05-04 % 2023-08-25 ; HAZ{E (Target) : 13.8 ; & E A2 (SD): 0.8 (o)
Lot No.: AH1220D ; #E#HARS © 2023-05-04 8 2023-08-25 ; H#Z(H (Target) : 4.3 ; @452 (SD): 0.4 (D) ELA7 : Lab050
Lab050
+3 S.D,
+2 5.D.
+1 5.0, -

w ® g s 3 ® @ o o & e g o _ T g - v
Target =) - v 5] L . = v UTQ—IE—
-1 S5.D.

-2 S.D. -
-3 S.D.
Date 05-04 05-09 05-15 05-19 05-23 05-26 05-30 06-02 06-06 06-08 06-13 06-16 06-22 06-28 07-03 07-10 07-13 07-17 07-21 07-28 08-03 05-08 05-15 08-18 08-22 05-25
B#rst o (2023 v (08 v|[change ; ZEhHARI (CUM): £ (2023 v (05 v|[04 v|% 2023 v (08 v (25 v |cChange
[TOP]
Control N SDI 71fii |
Lot No.: AH1220N ; f&BRHAR : 2023-05-04 Z 2023-08-25 ; F (K (Target) : 13.8 ; 2B E42E (SD) : 0.8 I : Lab050
Lab050
+3 S.D,
+2 S5.D.
+1 S.D. *
* P Y
Target |[® * L] r — ® o o oo © —2 o+ o .
L] * . L]
-1 S.D.
-2 S5.D. -
-3 S.D.
Date 05-04 05-09 05-15 05-19 05-23 05-26 05-30 06-02 06-06 06-08 06-13 06-16 06-22 06-28 07-03 07-10 07-13 07-17 07-21 07-28 08-03 05-08 08-15 08-18 08-22 05-25

Azt (2023 v |[08 v [Change ; EEHHRT (CUM): 152023 v (05 v|(04 v % 2023 v |[08 v (25 v | Change

[TOP]



Control D SDI 431

Lot No.: AH1220D ; #ERHARS © 2023-05-04 %5 2023-08-25 ; FfE{E (Target) : 4.3 ; S04 (SD) : 0.4 AL : Lab050

Lab050
+3 5.0,

+2 5.D.

+1 5.D.

Target = =) = =)

-1 5.D.

-2 5.D.

=3 S.D.

Date 05-04 05-09 05-15 05-19 05-23 05-26 05-30 06-02 06-06 06-08 06-13 06-16 06-22 06-28 07-03 07-10 07-13 07-17 07-21 07-28 08-03 08-08 08-15 08-18 05-22 08-25

Hegizt (2023 v |[08 v [Change ; EEHRI(CUM): (42023 v (05 v |04 v %2023 v |[08 v (25 v | Change

[TOP]




Peer Group Statistics (Table 1)

Select LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) v | Change |

Select Reagent Kit - \:5 - Medicon v H Change:\

 Print Table 1
Monthly |
Month :| 2023 v |08 v | Change
‘ ‘ ‘ Control N (Lot No.: AH1220N) H Control D (Lot No.: AH1220D)
. ¢ Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean nfor TEa
UnitlD = | 04y £ |(UlgHb) |(UrgHb) [Mean |2 (%) | (%) (%) | ® | |(UrgHb) | (U/gHb) |Mean |° (%) (%) (%)
[ Labo34 | 5 [ 153 | 143 | 3 [1.0[7.0[205[20 1.9 52 | 54 [ 3 [04]7.4 18720 W
[ Laboso | 5 [ 138 [ 138 [ 6 [02[14[29[20 [>6[] 43 [ 43 [ 6 [01]23 \47\20 >6
CTotal [ - [ - [ 140 [ 9 Jos[43[ - [ - [-[[ - [ 47 [ 9 Jos[128] - [-]
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
‘ Cumulative |
Cumulative : from 2019 v |02 v |[01 v to2023 v 08 v|(31 v |Change
| | | Control N (Lot No.: AH1220N) [] Control D (Lot No.: AH1220D)
.4 |ReagentKit | Target | Mean |n for CV | TE |TEa Target | Mean | n for CV | TE |TEa
UnitlD = | o 4ey £ (UlgHb) | (U/gHb) Mean |2 | %) | (%) |(%) | © | | (UlgHb) |(U/gHb) Mean °2 (%) | %) | (%)
[ Lab019 | 5 [ 150 | 148 | 67 (0534 (81 (2055 46 | 45 | 67 [02]44 [11.1]20 W
[ Lab020 [ 5 [ 133 | 143 [ 65 [1.0[7.0[21.5]20 18] 43 [ 45 [ 65 [0.2[44 13520 [3.5
[ Lab022 | 5 [ 138 | 13.0 | 88 [09/6.9[19.6]20 2.1 44 | 42 | 88 J0.2[4.8 [14.1]20 [3.2
[ Lab028 | 5 | 146 | 146 | 53 (04275520 [>6|| 46 | 46 | 53 [02[43[87[20 [47
[ Lab032 | 5 | 121 | 129 [136 [1.4[109[28.3]20 12| 35 | 40 | 136 ]0.5[12.5[39.3] 20 [0.5
[ Lab033 [ 5 [ 124 | 125 [144 [04[32[7220 [60[[ 39 [ 39 [144 [0.2[5.1[103]20 [3.9
[ Lab034 | 5 [ 153 | 143 [128 [1.0[7.0 [205]20 [1.9]] 52 | 47 [ 128 ]/0.4[8.5 [26.6] 20 [1.2
[ Lab037 | 5 [ 153 | 152 [ 55 (04265920 [>6|| 52 | 47 | 55 [o2[43 [18.1]20 [2.4
[ Lab040 | 5 [ 139 | 146 | 40 [0.6/4.1 (13320 3.6/ 46 | 50 | 40 0.4[8.0 [247]20 [1.4
[ Lab043 [ 5 [ 138 [ 127 [ 19 [0.7]55[19.0(20 22 44 [ 41 [ 19 [03[7321.5]20 [1.8
[ Lab047 | 5 [ 147 | 137 | 26 (128824320 15[ 46 | 43 | 26 [03[7.0[205]20 [1.9
[ Lab049 | 5 [ 147 | 143 | 42 [05(35[97][20 49]] 49 | 47 | 42 03[6.4 [16.8]20 [2.5
| Labos0 | 5 [ 138 | 141 [186 [05/35[93[20 51| 43 | 44 [186 [0.1[23 [69 \20 >6
| Total [ - | 138 [ro49 1287 - [ - -] - | 44 [1049 0491 - [-]
Bias (%):[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
‘ Reagent Kit ‘Reagent Code

‘Medicon ‘5




Peer Group Statistics (Table 2)

Select LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) v | Change

Select Reagent Kit : \ 5 - Medicon v | Change:\

Print Table 2

‘ Control N Month vs. Cumulative |

| \ | Control N (Lot No.: AH1220N)
| \ | Month (2023/08) [] CUM (2019/02/01~2023/08/31)

) Reagent Kit Target Mean n for CV | TE | TEa Target Mean n for CV | TE | TEa
UnitID = (Code) * (U/gHb) | (U/gHb) | Mean ’ST) %) | (%) | (%) F( (UlgHb) | (U/gHb) | Mean E ) | (%) | (%) F
| Lab019 | 5 [ 150 | o [ - - -2 -] 150 | 148 [ 67 [05[34[81[2 [55
| Lab020 | 5 [ 133 | o [ - - -T2 [ -] 133 [ 143 [ 65 [10[70 [215] 20 [18
[ Lab022 | 5 [ 138 | o - - -T2 [ -] 18 [ 130 [ 88 [09]69 [196]20 [2.1
[ Lab028 | 5 [ 146 | o [ - - -T2 -] 146 | 146 | 53 [04[27[55][20 [>6
| Lab032 | 5 |21 | o [ - - -2 [ -] 121 [ 129 [ 136 [14[109[283] 20 [12
| Lab033 | 5 [ 124 | o [ - - -2 [ -] 124 [ 125 [ 144 [04[32[72 ] 20 [60
[ Lab034 | 5 [ 153 [ 143 [ 3 [1o0[70 20520 [19[ 153 [ 143 [ 128 [1.0] 70 [205][ 20 [1.9]
[ Lab037 | 5 [ 153 | o [ - - -T2 [-]] 153 [ 152 [ 55 [04[26[59][20 [>6
| Lab040 | 5 [ 139 | o [ - - -2 [ -] 139 | 146 | 40 [o06] 41 [133] 20 [36
| Lab043 | 5 [ 138 | o [ - - -T2 [ -] 138 [ 127 [ 19 [07][55[190] 20 [22
[ Lab047 | 5 [ 147 | o - - -T2 [ -] 147 [ 137 [ 26 [12]88 [243]20 [15
[ Lab049 | 5 w7 [ - o [-[-17 -T2 -] 147 | 143 [ 42 [05[35[97 20 [49
| Lab050 | 5 | 138 | 138 | 6 [o02[14][29 2 > 138 | 141 [ 186 [05[35 [93 [ 20 [51
| Total | - [ 140 |9 Joe[43 [ - [ - -] - | 138 [1049 [12] 87 - -]
Bias (%)=[(|Mean—Target|)/Target]x100%

TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2023 v (08 v |(cChange Cumulative : from 2019 v /(02 v (01 v t0[2023 v 08 v |31 v/ Change
[TOP]
| Control D Month vs. Cumulative |
| \ \ Control D (Lot No.: AH1220D)
\ \ \ Month (2023/08) [ CUM (2019/02/01~2023/08/31)
. ¢ Reagent Kit Target Mean n for CV | TE | TEa Target Mean n for CV | TE | TEa

UnitID = (Code) ! | (Uighb) | (U/ghb) | Mean | > | %) | 6) | 4) | © || (UigHb) | (UigHb) | Mean |5 | %) | %) | (%) | ©
| Labo19 | 5 46| o [ -] [ - 20 [ -] 46 | 45 [ 67 [02]44 111 2 [41
[ Lab020 | 5 43| o [ -] [ - J20 -] 43 [ 45 | 65 [02]44 [135]20 [35
| Lab022 | 5 |44 | o [ -] [ - 20 [-[] 44 [ 42 [ 8 [02]48 [141] 20 [32
| Lab028 | 5 46| o [ -] - J20 -] 46 | 46 | 53 [02]43 [87 20 [47
[ Lab032 | 5 35| o [ -] [ - 20 [ -] 35 | 40 [ 136 [05[125]393] 20 [05
[ Lab033 | 5 39| o [ - - [ - 20 -] 39 [ 39 [ 144 [02]51 [103]20 [39
[ Lab034 | 5 52 | 54 [ 3 o474 18720 [22]] 52 | 47 [ 128 04|85 [266] 20 [12]
| Lab037 | 5 E o [ - - -T2 -] s2 [ 47 | 55 Jo2[43 [181] 20 [24
| Lab040 | 5 46| o [ -] [ - 20 -] 46 | 50 | 40 [o04]80]247] 20 [14
[ Lab043 | 5 [ 44| o [ -] [ - J20 -] 44 [ 41 [ 19 [03[73 [215]20 [18
[ Lab047 | 5 46 | o [ -] [ - 20 [ -] 46 [ 43 [ 26 [03][70 [205] 20 [19
| Lab049 | 5 49 [ - o - - - 2o - 49 | 47 | 42 [03]64 [168] 20 [25
| Lab0s0 | 5 43 | 43 [ 6 Joa[23 4720 [>6]] 43 | 44 [ 186 [o1[23[69 [20 [>6]
[ Total | - [ a7 9 Jos[2s - [ - -1 - [ 44 1049 [04] 91 | [ -]
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2023 v (08 v ||Change Cumulative : from 2019 v|(02 v (01 v to[2023 v (08 v|(31 v |/ Change

[TOP]
| Reagent Kit ‘Reagent Code

’Medicon ‘5
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