G6PD & Bk N Han'E 4L T45 R K SDI 73 {fii

58§ LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) -] Change
eI B
A EA. B .
. RREML: Lab004 |
| | Control N ‘ Control D
| QC Control Lot No. | AHI1220N \ AH1220D
MR Month CUM Month CUM
IR (2021/03) (2020/09/30~2021/03/31) (2021/03) (2020/09/30~2021/03/31)
| ZEFBE (N) L4 26 [ 4 26
| EGFP(E Mean) UgHb | 175 | 17.4 B 5.5
| ZHEMEE (SD) [ 03 | 0.4 02 | 02
] FEEEFGE (CV) % [ 17 23 B 36
| FI#(E (Target) U/gHb A 17.1 56| 5.6
| 4R (TE) % | 58| 6.4 |71 9.1
| OEFFERGE (TE)% [ 20 | 20 20 | 20
] o I >6 O 5.1
217 (Bias)% = { [ | FEHFE{E (Mean) - HAZ(E (Target) | 1/ EAZ{H (Target) } x 100%
4H2R 5% (TE, Total Error)% = 27 (Bias)% + 2 x ZEH#E(4% (CV)
o (Sigma) = (TEa% - 2272 (Bias)%) / B it E(4H (CV)
Bt : Change | ; FaH#iR (CUM) @ (2020 [09[30™] % [2021[03™[31 ] | Change
[TOP]
Control N &z Control D SDI
ANl
Lot No.: AHI220N ; IRERHAR © 2020-09-30 Z 2021-03-31 ; Ef2{H (Target) : 17.1 ; 24852 (SD): 0.60 (o)
Lot No.: AH1220D ; FESHARS © 2020-09-30 % 2021-03-31 ; EHE{H (Target) : 5.6 ; 243 (SD) : 025 (o) AL : Lab004
Lab004
+3 S.D.
+2 5.D.
+1 S.D . o — e * & o )
Tt ]o 0 0 ¢ 0 * - v h O . . . a] .
Target L] L] = = a ) o
o o o =] o
-15.0. o = o < —5 o o o
o
-2 S5.D., =) &
-3 S.D.
Date 09-30 10-07 10-14 10-21 10-258 11-04 11-11 11-18 11-25 12-02 12-09 12-16 12-23 12-30 01-06 01-13 01-20 01-27 02-03 02-10 02-17 02-24 03-03 03-10 03-17 03-24
R4t Change | ; ZEHHIRE (CUM) : (5 [2020 ] [09~[30" % [2021 -1[03 31 | Change
[TOP]

Lot No.: AH1220N ; f&EgHAR] © 2020-09-30 & 2021-03-31 ; H{E{H (Target) : 17.1 ; 2EEXEZ (SD) :

Control N SDI 471ffi

0.60 A7 : Lab004

Lab004
+3 5.0,

+2 S5.D.

+1 S.D.,

Target

-1 5.D.

-2 5.D.

-3 S.D.

Date 09-30 10-07 10-14 10-21 10-28 11-04 11-11 11-18 11-25 12-02 12-09 12-16 12-23 12-30 01-06 01-13 01-20 01-27 02-03 02-10 02-17 02-24 03-03 03-10 03-17 03-24

A4zt - [2021 4 [03 7] | Change |

B (CUM) ¢ 1 (26209 [05.7 307 2 [2021 7057 (557 | Chane

[TOP]



Control D SDI 471 |

Lot No.: AH1220D ; #ERHIRS © 2020-09-30 Z 2021-03-31 ; E (& (Target) : 5.6 ; 2435 (SD) : 0.25

BEA)7 : Lab004

Lab004
+3 S.D.

+2 S5.D,

+1 5.D. o o

Target = = =)

-1 S.D. o u] u] o u]

-2 5.D. & =3

-3 S.D.

Date 09-30 10-07 10-14 10-21 10-28 11-04 11-11 11-18 11-25 12-02 12-09 12-16 12-23 12-30 01-06 01-13 01-20 01-27 02-03 02-10 02-17 02-24 03-03 03-10 03-17 03-24

Azt Change | ; ZEHHART (CUM) : 5 [2020 [09 ~][30 -] % [2021 7][03 ~][31 - | Change

[TOP]




HiabaEAr G6PD FEnhs NEl i EFsTaR (FE—)
7532 LotNo © | AH1220N (2019-01-28 ~ 2100-12-31)  ~| Change
#EE Reagent Kit : |3 - Innovation _ ~| Change
FlENgEZR—
- A%itE |
4=t H sy - [2021 <][03 -] | Change
| | | Control N (Lot No.: AH1220N) [ Control D (Lot No.: AH1220D)
) + Reagent Kit | Target | Mean |n for SD CV/|| TE |TEa Target | Mean |n for SD TEa
UnitlD =14y £ |(U/gHb) |(U/gHb) [Mean >~ (%) | (%) |(%) | © | | (U/gHb) |(U/gHb) Mean (% (% (%)
[ Laboo4 | 3 [ 171 [ 175 | 4 Jo3[17[58 20 [>6|] 56 | 56 | 4 ‘7\36\71]20’76
[ Lab013 [ 3 [ 158 | 158 [ 9 [03[19[38 (20 >6|| 52 | 52 [ 9 [02[3.8[7.7[20 [53
[ Labo14 [ 3 [ 166 | 162 | 9 J04[25[73[20>6[] 54 | 54 [ 9 J02[3.7[7.4[20 54
[ Lab029 [ 3 [ 166 [ 170 | 4 Jo2[12[48[20>6[| 53 [ 55 [ 4 J02[3.6[11.0]20 [4.5
[ Labo44 | 3 [ 177 | 164 [ 10 [0.6(3.7[147[20 34| 56 | 53 [ 10 Jo.1[1.9]9.1 [20 [>6
| Total | - [ 164 [ 36 Jo6[3.7] - [ - [-]] 53 [ 36 [02[38] - [ - -]
7 (Bias)% = { [ |E§\§+5Pi’:jfﬁ (Mean) - H1Z{H (Target) | 1/ BfE{E (Target) } x 100%
#di7= (TE, Total Error)% = 372 (Bias)% + 2 x ZHETEEEAE (CV)
o (Sigma) = (TEa% - 3272 (Bias)%) / REtERAHE (CV)
[TOP]

Bt

ZETHAR © ©12019 +|[02 +|[0o1 +| & |2021 +||03 +||31 | Change

| | | [

Control N (Lot No.: AH1220N)

Control D (Lot No.: AH1220D)

i + Reagent Kit | Target | Mean |n for CV || TE |TEa Target | Mean |n for TEa
UnitlD = gey # | (UlgHb) |(U/gHb) [Mean |2 (%) | (%) |(%) | © | |(UlgHb) |(U/gHb) [Mean [ (% (% (%)
[ Laboo4 | 3 [ 171 | 173 [ 99 J04[23(58 20 [>6[[ 56 | 55 [ 99 [0.2]3.6 9.1 |20 E
[ Lab0o13 | 3 [ 158 | 159 [197 Jo2[13 (3120 [>6|[ 52 | 51 197 [0.6[11.8255[20 [1.5
[ Labo14 | 3 [ 166 | 161 [ 87 [0.8[5.0[129[20 3.4 54 | 55 | 87 [03[55[12.8[20 3.3
[Labote | 3 [ 153 | 161 [ 78 Jo2[12[77[20 [>6[[ 52 | 52 | 78 [0.1[1.9[3.8 20 [>6
[ Lab029 | 3 [ 166 | 170 [ 4 Jo2[12[48[20 [>6[[ 53 | 55 | 4 [02[3.6[11.0[20 |45
[ Labo44 | 3 [ 177 | 1710 [195 Jo.7[41[11.6[20 (41 56 | 54 195 [02[3.7 [11.0[20 [4.4
| Total || | 165 [660 [0.8[48] - [ - [-[] 53 [660 04|75 - [ - [-
;5%% (Bias)% = { [ | £51FHMH (Mean) - FHE{E (Target) | 1/ HAE{H (Target) } x 100%
4E=R 7= (TE, Total Error)% = 2R52 (Bias)% + 2 x BEFEE(LE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / B3R AH (CV)
[TOP]
‘ Reagent Kit ’Reagent Code

|Innovation

3




HinkREAL GOPD EEinhR WE B TR (R )

#5£3% LotNo © |AH1220N (2019-01-28 ~ 2100-12-31) v/ Change

7884 Reagent Kit : Change

FIENaEFR—

‘ Control N H &8 B 34455t 2t ‘
e

] | ] Control N (Lot No.: AH1220N)
] | ] Month (2021/03) ] CUM (2019/02/01~2021/03/31)

) Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean | nfor CV | TE |TEa
Ul’lltID-t ' SD 0 0, 0 o SD 0, 0 0,

(Code) £ | (U/gHb) | (U/gHb) |Mean (%) | (%) | (%) (U/gHb) | (U/gHb) |Mean (%) || (%) [ (%)

| Lab0o4 | 3 171 [ 175 [ 4 Jo317[58 20 [>6[[ 171 | 173 [ 99 [0.4]23[58 20 ]>—
| Lab013 [ 3 158 [ 158 [ 9 [03]19[38 20 [>6[[ 158 | 159 [ 197 [02]13[3.1 20 [>6
| Lab014 | 3 166 | 162 [ 9 04257320 [>6[[ 166 | 161 | 87 [0.8]50][129]20 [3.4
| Lab0le | 3 P53 [ - o (-2 -] 153 [ 161 | 78 [02]12]77 20 [>6
| Lab029 [ 3 166 | 170 [ 4 Jo2]12[48 20 [>6[[ 166 | 170 | 4 [02]12[48 20 [>6
| Lab044 | 3 177 | 164 [ 10 063714720 [3.4[[ 177 | 171 [ 195 [0.7]4.1[11.6] 20 [4.1
| Total | - - [ 164 [36 Jo637] - [ - [-[[ - | 165 [e60 0848 - [ - [-
SR7E (Bias)% = { [ | HEH I (E (Mean) - HAE(H (Target) | 1/ BHE{H (Target) } x 100%
HH3R7Z (TE, Total Error)% = 3572 (Bias)% + 2 x REHEEAH (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / Bt R (%M (CV)
Rt - Change et (CUM) = [ [2019 [0z J[01 -] %2021 ][03 | [31 -] | Change

[TOP]

| Control D A&tatE Ratuat 2L
IS

| ‘ | Control D (Lot No.: AH1220D)
| | | Month (2021/03) [ CuM (2019/02/01~2021/03/31)

. " Reagent Kit | Target | Mean | n for CV | TE |TEa Target | Mean | n for TEa
UnitlD £ | gy £ | (UlgHb) | (U/gHb) [Mean |2 (%) | (%) | (%) | © | | (UigHb) | (U/gHb) |Mean 5P % % )@ | ©
| Laboo4 | 3 |56 | 56 | 4 Jo2[36[71[20 56/ 56 | 55 [ 99 [02]3.6[9.1 20 [51
| Lab013 | 3 52 | 52 [ 9 [o2[38[77[20 53] 52 | 51 [ 197 [0.6[11.8[255]20 [1.5
| Lab0l4 | 3 | 54 | 54 [ 9 [02[37[74[20 54| 54 | 55 | 87 [03]55[128]20 [3.3
| Lab0le | 3 Cos2 - o[- -T200-0] 52 | 52 [ 78 [01][1.9]38[20 [>6
| Lab029 | 3 |53 | 55 | 4 Jo2[36[110[20 45/ 53 | 55 | 4 [02]3.6[11.0]20 [45
| Lab044 | 3 56 | 53 [ 10 [or[r9fo1 20 [>6]| 56 | 54 [195 [02]3.7[11.0]20 [44
| Total | - - [ 53 [36 [02[38] - [ - -] |53 660 [04[75] - [ - [-
#A7E (Bias)% = { [ | BEHFHI(E (Mean) - F L (Target) | ]/ FIFE(E (Target) } x 100%
4E=R7% (TE, Total Error)% = 27 (Bias)% + 2 x B E4E (CV)

o (Sigma) = (TEa% - 372 (Bias)%) / R85 AHE (CV)
Azt : Change & HE (CUM) = [ [2019 -J[02 ][0t -] % [2021 -] [03~][31 -] | Change
[TOP]
‘ Reagent Kit ‘Reagent Code

‘Innovation ‘3
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