G6PD & E b Nl mE it 45 R K SDI 734

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
HIEN 2%
A EA B .
. R Lab0sd |
| Control N | Control D
QC Control Lot No. | AH1220N | AH1220D
| Month CUM Month CUM
PR (2020/02) (2019/11/26~2020/02/29) (2020/02) (2019/11/26~2020/02/29)
! ZEFE (N) 7 26 7 26
| ZE:PH(E (Mean) U/gHb 17.1 17.1 53 5.4
] Z xRS (SD) 02 0.4 0.1 02
] BHEELE (CV) % 1.2 23 1.9 37
] I #{H (Target) U/gHb 17.7 17.7 5.6 5.6
] Yas85E (TE) % 57 8.1 9.1 11.0
] TS E S (TEa) % 20 20 20 20
] G >6 >6 >6 4.4
7% (Bias)% = { [ | E&FF49{E (Mean) - HHE{E (Target) | 1/ HAE{HE (Target) } x 100%
4=i7= (TE, Total Error)% = sR7= (Bias)% + 2 x EEHEE(AE (CV)
o (Sigma) = (TEa% - 347 (Bias)%) / Bat8F(4H (CV)
H&gst © 2020 02 Change ; ZEEHHARI(CUM): B 2019 11 26 & 2020 02 29 Change
[TOP]

| Control N SDI 43 fil&

Lot No.: AH1220N ; fE&HARE : 2019-11-26 % 2020-02-29 ; HAZAH (Target) : 17.7 ; &5E4E= (SD) : 0.90

A7 : Lab044

Lab044
+3 5.0,

+2 5.0,
+1 5,0,
Target
-1 5.0,
=2 5.0,

-3 5.0,

Date

11-26 11-29 12-03 12-06 12-10 12-13 12-17 12-20 12-24 12-27 12-31 01-03 01-07 01-10 01-14 01-17 01-21 01-23 01-31 02-04 02-07 02-11 02-14 02-18 02-21 02-25

H#tst © 2020 02 Change ; EEHHAM (CUM) : H 2019 11 26 & 2020 02 29 Change
[TOP]
| Control D SDI 43ffilEl |
Lot No.: AH1220D ; f&ERHART : 2019-11-26 % 2020-02-29 ; EFE{& (Target) : 5.6 ; =% (SD) : 0.30 B : Lab044
Lab044
+3 5.0,
+2 5.0,
+1 5.0, a8
Target 5 ] o 5 o =)
-1 5.0, o 8 o o = = o 5} 1=} 8 o 1=) o o 1=} 1=) B
=2 5.0, & =3
=3 5.0,
Date 11-26 11-29 12-03 12-06 12-10 12-13 12-17 12-20 12-24 12-27 12-31 01-03 01-07 01-10 01-14 01-17 01-21 01-23 01-31 02-04 02-07 02-11 02-14 02-18 02-21 02-25

A%t

2020 02 Change

s

ZEHHART (CUM) © H 2019 11 26 % 2020 02 29 Change

[TOP]



Control N 5z Control D SDI
gaxiitl

Lot No.: AHI220N ; FERHAR = 2019-11-26 & 2020-02-29 ; EFE{H (Target) : 17.7 ; % fE4E5% (SD): 0.90  (»)

Lot No.: AH1220D ; #4B#EART © 2019-11-26 Z 2020-02-29 ; FIFZ{H (Target) : 5.6 ; -2 f@43% (SD): 0.30 (o) i : Lab044
Lab044
+3 5.0,
+2 5.0,
+1 5.0, =
L
Target o n |u o » n ﬁ & L
o = . v g o ) . o & m e . ® . ®
-1 5,0, = . o . . ® o o 8 a o Mm
-2 5,0, = —
-3 5.0,
Date 11-26 11-29 12-03 12-06 12-10 12-13 12-17 12-20 12-24 12-27 12-31 01-03 01-07 01-10 01-14 01-17 01-21 01-23 01-31 02-04 02-07 02-11 02-14 02-18 02-21 02-25
H#tst © 2020 02 cChange ; ZEEHHARM (CUM): H 2019 11 26 & 2020 02 29 Change

[TOP]




ZheBaEEfr GOPD & Efelt WEmERETER (BR—)

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

3 1¥ Reagent Kit : |3 - Innovation vl Change ‘

BIEN#RR—

[ Bwst=®
4=+ B fy 1 | 2020 |02 v Change

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

|
Reagent

. |T| Kit Target || Mean ||n for D CV| TE|[TEa Target || Mean | n for D CV| TE|TEa

UnitIDL: (Code) (U/gHb)(|(U/gHb)|[Mean||> " ||(%)|[(%)|| (%) (U/gHDb)||(U/gHb)|[Mean|[> " ||(%)||(%)|| (%)
Lab004 3 171 | 171 lo.1o6][t2] 20 ]>6][][ 5.6 | 5.6 ] 4 ]lo-1][1.8][3.6] 20
[Laboi3 ] 3 ] 158 | 160 | 8 |.|06||25|| 20]>6][][ 52 [ 53 ][ 8 Jo.2J[3-8][9.5][ 20 ][4.8]
[Laboie 3 ][ 153 | 158 ][ 3 Jo.s|[32][o-6][20]s.2][ 52 ][ 53 [ 3 Jo-1[1.9][5.7][ 20 |>¢]
[Labo4s || 3 ][ 177 17 |7 Jo2[r2][s720]>6][][ 5.6 ][ 53 | 7 Jo-1Jr.9][o.1][20]>¢]
[Tomt [ - - 165 22 Jod36][ -0 - [T - 53 22 Jp2f3s][- - -]

N VA

7= (Bias)% = {[ | &E ZS ~
&HzR72 (TE, Total Error)% = §RZ= (Bias)% + 2 x BT ERMAE (CV)
o (Sigma) = (TEa% - 3R7E (Bias)%) / ReTERAE (CV)

[TOP]

[ Fstmre

EEHHARE ¢ g 2019 v|[02 v|[01 v|F {2020 v|[02 v|[29 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 | 17.10 ][ 43 Jo3|[1.8][3.5][20]>6][][ 5.6 ] 55 [ 43 Jo-2|[3.6][9.1][205.1]
[Labo13 |3 ][ 158 | 159 | o1 Jo2[r3][3.1][20][>6[[] 52 ][ 52 ] ot Jo-2J3:8][7.7][20]5.3]
(b0 |5 153 | 160 |57 oozl 0] ol 52 [ 55 J 57 Joais]57]20]
3

[ Lab044 | [ 17.7 ] 17.5 ][ 96 Jo.6|3.4][8.0 20 |5.6[][ 5.6 [ 55 [ 96 Jo-2][3-6][9-1][20 [5.1]
[ tot [ - [ - | 167 Jl267oofsall - [ - - - [ 54 [[267 Joo3.7)[- ][ - -]
WAz (Bias)% = { [ | REtF o = 0%
#RERZE (TE, Total Error)% = 8272 (Bias)% + 2 x REHERAB (CV)
o (Sigma) = (TEa% - ZR7E (Bias)%) / ReTERAE (CV)
[TOP]
. Reagent
Reagent Kit Code

Innovation ||3




gk G6PD ¥ Efule NWEmESETER (BFR2)

342 LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) | Change [

42 Reagent Kit : |3 - Innovation | Change I

SIENHR—

Control N H4atEd BEt4nst 2tk
e

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

Month (2020/02) CUM (2019/02/01~2020/02/29)
Reagent Kit
uninp[£] (Zog;) (lTJE/I;%letE) (11}//[;;11) 1{1422; SD (C%\; ({/E) 32? N (LTJZ%{ett)) (11}//[;?1%) 13122; SD (C%V) ({/];:) {i? N
Lab004 3 17.1 17.1 | 4 Jo.tfoe|[12] 20 [>6|[ 17.1 17.1 | 43 J[0.3][1.8][3.5] 20 [[>6
Lab013 3 158 |[ 160 [ 8 [o.1fo.6][2.5] 20 |[>6[[[ 15.8 | 159 | o1 [o2][1.3][3.1] 20 |[>6
Lab016 3 153 | 158 [ 3 Jos][32]9.6]20 52| 15.3 16.1 |[ 37 Jfo2][1.2]7.7][ 20 |[>6
Lab044 3 177 [ 17.1 | 7 (o212][s7] 20 [>6][I[ 17.7 | 17.5 |[ 96 |[0.6][3.4][3.0] 20 [[5.6
Crow - [ 1es 22 Josles] - |- - J0_- ] 167 2o Jos]sal- - |-

B2 (Bias)% = { [ | &9 (Mean) - BE{H (Target) | ]/ EE{E (Target) } x 100%
faEas= (TE, Total Error)% = 227 (Bias)% + 2 x BEHER(AE (CV)
o (Sigma) = (TEa% - 3222 (Bias)%) / BxTERMAE (CV)

Héfat : FEHIR (CUM) : 5 [2019 v][02 v][01 V] Z [2020 v][02 v][29 V]
[TOP]
Control D H#tatEd Heténat 2 b
R
Control D (Lot No.: AH1220D)
Month (2020/02) CUM (2019/02/01~2020/02/29)
Reagent Kit | Target | Mean | n for CV| TE|TEa Target [ Mean | n for CV| TE|[TEa

uniuapl ] (CodeL L] [|(U/zHb) || UrgHb) | Mean| 3P %) 26| @0 || © ||| U/gHb) || UrgHb) [[Mean|[>P [¢6) | 26)]| @) || ©

Lab004 3 5.6 5.6 4 [0.1(|1.8 3.6 20 ||>6 5.6 5.5 43 110.2](3.6 (9.1 20 ||5.1

Lab013 3 5.2 5.3 8 1(0.2]13.8[9.5 20 ||4.8 5.2 5.2 91 |[0.2]|3.87.7|f 20 ||5.3

Lab016 3 5.2 5.3 3 [|0.1)|1.9] 5.7 20 ||>6 5.2 5.3 37 |[0.1]]1.9|5.7] 20 ||>6

Lab044 3 5.6 53 7 1[0.1)|1.9(9.1{f 20 [|>6 5.6 5.5 96 1/0.2]|13.6]/9.1]| 20 {|5.1

Total - - 53 22 110.2]13.8| - - - - 5.4 267 1|0.2]|3.7| - - -
BRZE (Bias)% = { [ | REFPISM (Mean) - EFE(H (Target) | ]/ BFE{E (Target) } x 100%
4R (TE, Total Error)% = 2% (Bias)% + 2 x B & EAE (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / RatERAE (CV)
At EHHARE (CUM) @ & [ 2019 v|[02 v][o1 V| [2020 v|[02 v|[29 V]

[TOP]
. Reagent
Reagent Kit Code

Innovation 3
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