G6PD & & fabi Nl e Gt 45 R K SDI 734

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change

HIEN 2%
A A T .
_ #BRWf:Labole |
| Control N | Control D
QC Control Lot No. | AH1220N | AH1220D
BRI Month CUM Month CUM
PRIINE (2019/11) (2019/05/16~2019/11/30) (2019/11) (2019/05/16~2019/11/30)
] FEHEER (N) 4 ] 26 4 ] 26
| Z:FPS(E (Mean) U/gHb 160 | 16.1 53 | 53
! ZEHEERE (SD) 01| 0.2 01| 0.1
] FEERAB(CY) % 06 | 1.2 19 | 1.9
] H {Ei(E (Target) U/gHb 153 | 15.3 52| 5.2
] YAEZE (TE) % 58 | 7.7 57 | 5.7
] HZ5EF4ERE (TEa) % 20 | 20 20 | 20
] o >6 | >6 >6 | >6
275 (Bias)% = { [ | ZEFFH(E (Mean) - HE{ (Target) |1/ B (Target) } x 100%
483572 (TE, Total Error)% = s57% (Bias)% + 2 x BEFEI{AE] (CV)
o (Sigma) = (TEa% - 3272 (Bias)%) / BT B4 (CV)
H&gst © 2019 11 Change ; ZEHHARI(CUM): B 2019 05 16 & 2019 11 30 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; f&EHART © 2019-05-16 Z 2019-11-30 ; HFZ{H (Target) : 15.3 ; & {EA= (SD) : 0.8 AL : Lab016
Lab016
+3 5.0,
+2 5.0,
+1 5.0, | o . * * + hd . . . . + . . . F . o . . A4 . + . r . .
Target
-1 5,0,
=2 5.0,
=3 5.0,
Date 05-16 05-23 05-30 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-01 08-08 08-15 08-22 09-05 09-19 09-26 10-05 10-18 10-24 10-31 11-07 11-14 11-21 11-28
A%st: 2019 11 Change ; ZEHHART (CUM) : (5 2019 05 16 % 2019 11 30 Change
[TOP]
Control D SDI 53 ffilE] |
Lot No.: AH1220D ; #&BR [ © 2019-05-16 %8 2019-11-30 ; Ef5{H (Target) : 5.2 ; S-% 41434 (SD) : 0.4 B {7 : Lab016
Lab016
+3 5.0,
+2 5.0,
+1 5.0, a
o o o o
Target |5— 9 & g—0 0O g D D O 5 O = 0 0 8885
o o
-1 5,0,
=2 5.0,
=3 5.0,
Date 05-16 05-23 05-30 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-01 08-08 08-15 08-22 09-05 09-19 09-26 10-05 10-18 10-24 10-31 11-07 11-14 11-21 11-28
H4ist: 2019 11 Change ; ZETHARI (CUM) : 5 2019 05 16 % 2019 11 30 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AHI220N ; FERHARE © 2019-05-16 % 2019-11-30 ; EIFEH (Target) : 15.3 ; S%4E455% (SD) : 0.8 ( »)

Lot No.: AH1220D ; ##B#EART © 2019-05-16 7 2019-11-30 ; FIFE{H (Target) : 5.2 ; @43 (SD): 0.4 (o) iz : Lab016
Lab016
+3 5.0,
+2 5.0,

L L
+1 5.0, | o * ¥ hd . . . + . - s . . # . d ; + . r . ;
Target |5—H 5 g—0 O g 5 g o0 o0 5 0 =) Q O 8 a8 o 0

o
-1 5.0.
-2 5.0,
-3 5.0,
Date 05-16 05-23 05-30 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-01 08-08 08-15 08-22 09-05 09-19 09-26 10-05 10-18 10-24 10-31 11-07 11-14 11-21 11-28
Hé4ist @ 2019 11 Change ; ZEHHARI (CUM) : B 2019 05 16 % 2019 11 30 Change

[TOP]




ZheBaEEAr GOPD E Efelk WEmERETER (BR—)

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

e Reagent Kit : |3 - Innovation vl Change ‘

BIEN#RR—

[ Aoers
st Ay 0 (2019 v|[11 v | Change |

| | | Control N (Lot No.: AH1220N) Il Control D (Lot No.: AH1220D) |
Reagent
. |T| Kit Target || Mean ||n for D CV||TE|TEa s Target || Mean | n for D CV| TE ||TEa
UnitIDL [F] (U/gHDb)||(U/gHb)|[Mean||”||(%)|[(%)|| (%) (U/gHDb)||(U/gHb)|[Mean|~ " ||(%)|| (%) || (%)
(Code)
Lab004 3 171 | 171 0.2][1.2][2.3][ 20 5.6 ][ 5.6 2][3.6][ 7.1][20 [[5.¢]

[Lab03 | 3 | 158 | 159 ] 9 |.|06||19|| 20 ||_|H| 52 [ 52 | 9 ||_||38||77||20 [5.3]
[Laboi6 ]l 3 [ 153 ] 160 || 4 Jorfos|ss][20]pel] 52 | 53 ]| 4 Jo1][19]5.7][20]>6]
[Laboas || 3 177 | 174 | 9 Jos[zol74] 20]el[][ 5.6 1 54 | 9 Jo2I3.7]11.0][20]4.4]
[Toal T - - 166 (26 Josfas)[- JT-J-T0C - 53 26 Jo38] - - -]

N VA

Wiz (Bias)% = {[ | && = o
&HzR72 (TE, Total Error)% = §RZ= (Bias)% + 2 x BT ERMAE (CV)
o (Sigma) = (TEa% - ¥ (Bias)%) / BEHEEEMAH (CV)

[TOP]

[ Fstmre

EEHHARE ¢ g 2019 v|[02 v|[01 v|Z {2019 v|[11 v|[30 V|| Change

| I | Control N (Lot No.: AH1220N) Il Control D (Lot No.: AH1220D) |

Reagent
B e e e e 0
(Code)L=
[Laboo4 [ 3 ][ 171 | 17.1 [ 31 Jo3|[18][3.5][20]>6][][ 5.6 ] 55 [ 31 Jo-2|[3.6][9.1][205.1]
[Labo13 |3 ][ 158 [ 159 |69 Jo2[13][3.120][>6[[][ 52 ][ 52 [ 69 Jo-2|3.8][7.7][20]5.3]
(b0 |5 153 | 161 J 27 oozl 0] o] 52 [ 55 J 27 Joais]57]20]
3

[ Lab044 | [ 177 ] 17.7 ][ 72 Jo.63.4][6.8][ 20 |5.9[][ 5.6 [ 5.6 [ 72 Jo.2][3-6][7.1][ 20 ][5.6]
[ toat [ - [ - | 168 [[1oofoofsall - [- - - [ 54 [[199foofsr-][- -]
wRze (Bias)% = { [ | RetF o = 0%
4RERZE (TE, Total Error)% = 8372 (Bias)% + 2 x REHERAE (CV)
o (Sigma) = (TEa% - ZR7E (Bias)%) / ReTERAE (CV)
[TOP]
. Reagent
Reagent Kit Code

Innovation ||3




iR GOoPD & Efuls WEmESETER (BFR2)

S LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) /| Change |

2 Reagent Kit : |3 - Innovation  v/| Change I

SIENHR—

Control N H4atEd BEt4nst 2tk
e

| | | Control N (Lot No.: AH1220N) |

| | | Month (2019/11) Il CUM (2019/02/01~2019/11/30) |
Reagent Kit | Target | Mean | n for CV| TE | TEa Target [ Mean | n for CV|| TE || TEa
Uninp[ 4] (Code 1] || (U/ettd) || (Urgttb) | Mean [P |6 [[6)]| @) | © | || U/gkb) | Urgtb) | Mean 3P|l o6) | ¢6) | ¢6) | ©
Lab004 3 17.1 17.1 | 4 Jo2]f1.2][23] 20 [>e][][ 17.1 17.1 | 31 JJo.3][1.8][3.5][ 20 [[>6
Lab013 3 158 |[ 159 | 9 Jo.1fo.s|[1.9]20 |[>6]] 15.8 159 | 69 [o0.2][1.3][3.1][ 20 [>6
Lab016 3 15.3 160 | 4 [o.1]fo.6][5.8]20 [>e|[[ 15.3 16.1 |[ 27 Jo2][12][7.7] 20 |[>6
Lab044 3 177 || 174 | o 2.9 74 20 o[ 177 || 177 || 72 3.4]6.8] 20 |[5.9
S T el L e Tl 1]

Rz (Bias)% = { [ | B&HF49E (Mean) - HAE{E (Target) |1/ E#?JE (Target) } x 100%
KEEA== (TE, Total Error)% = ER7= (Bias)% + 2 x BEHER(4E (CV)
o (Sigma) = (TEa% - 3&7= (Bias)%) / REHEEFEAE (CV)

At : FEHAR (CUM) : 5 [2019 v[02 v][o1 v]z[2019 V][11 v][30 V]
[TOP]
Control D H#rztEL Zat4st 2 L
Bk
Control D (Lot No.: AH1220D)
Month (2019/11) CUM (2019/02/01~2019/11/30)
Reagent Kit|| Target || Mean | n for CV| TE || TEa Target || Mean || n for CV| TE|TEa

uniapl£] (Code L] [|(U/gttb) | (Urgb) [ Mean|SPl6) | ¢6) || 20 || © | || UregHD) || Urgtib) | Mean|| P 0] 26)]| ) | ©

Lab004 3 5.6 5.6 [ 4 Jo2|36][7.1][20 |5.6][] 5.6 55 | 31 Jo2]3.6][9.1][ 20][5.1

Lab013 3 5.2 52 |9 Jo2][3:8][7.7][20 J5.3][][ 52 52 | 69 Jo0.2][3.8][7.7][ 20 ][5.3

Lab016 3 5.2 53 |4 Joa][ro][5.7][20 J[>6][][ 52 53 | 27 Jo.a][1.9][5.7][ 20 ][>6

Lab044 3 5.6 54 ][ 9 Jo2|3.7][rro] 20 Ju4|[][ 5.6 56 | 72 Jo2]3.6][7.1][ 20][5.6

Total - 53 | 26 |[02]38] - || - | - - 54 1199 [l02]3.7] - | - |l -
S22 (Bias)% = { [ | REFTHME (Mean) - EEMA (Target) |1/ EBHA (Target) } x 100%
R (TE, Total Error)% = g2% (Bias)% + 2 x B8 E(&E (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / R+ BEAH (CV)
At EHEARE (CUM) @ & [2019 v|[02 v][01 v| z [2019 V|[11 v|[30 V]

[TOP]
. Reagent
Reagent Kit Code

Innovation 3
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