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

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
HIEN 2%
A EAS B .
R Lab004 |
Control N Control D
QC Control Lot No. AH1220N AH1220D
BRI Month CUM Month CUM
et (2020/01) (2019/07/31~2020/01/31) (2020/01) (2019/07/31~2020/01/31)

] ZEHEhE (N) [ 4 | 26 [ 4 | 26

| EERPS{E Mean) UgHb | 172 | 17.1 [ 54| 55

! ZEHIEE (SD) 02 | 0.3 o1 | 02

] FEERAB(CY) % [ 12 1.8 R 3.6

] H fEi{E (Target) U/gHb A 17.1 |56 | 5.6

] YEE3E (TE) % 29 | 35 [ 73 9.1

] A 2SR (TEa) % 20 | 20 20 | 20

] o B >6 B 5.1

275 (Bias)% = { [ | ZEFFH(E (Mean) - HE{A (Target) |1/ B (Target) } x 100%

4=i7= (TE, Total Error)% = g2 7= (Bias)% + 2 x EEHEE(AE (CV)

o (Sigma) = (TEa% - 37 (Bias)%) / B RA58 (CV)

H&gst © 2020 01 Change ; ZEEHHARI(CUM): B 2019 07 31 & 2020 01 31 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; #&E&HART © 2019-07-31 % 2020-01-31 ; E[FE{H (Target) : 17.1 ; 23T (SD) : 0.50 A7 : Lab004
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H#tst© 2020 01 Change ; EEHHAM (CUM): H 2019 07 31 & 2020 01 31 Change
[TOP]
Control D SDI 53 ffilE] |
Lot No.: AH1220D ; f&BRHART :© 2019-07-31 Z 2020-01-31 ; H#ZE{H (Target) : 5.6 ; £ fHAE (SD) : 0.25 AL : Lab004
Lab0o4
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H4%tst @ 2020 01 Change

ZEtHART (CUM) - § 2019 07 31 & 2020 01 31

Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AH1220N ; f&E&HARE : 2019-07-31 & 2020-01-31 ; HAZE(E (Target) : 17.1 ; 2 {WAE= (SD): 0.50 (o)

Lot No.: AH1220D ; f@k#HARS :© 2019-07-31 & 2020-01-31 ; HE{H (Target) : 5.6 ; ZF&EAEZE (SD) : 0.25 (o) EE A7 : Lab004
Lab004
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+2 5.0,
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H%Ef© 2020 01 Change ; ZEMHART(CUM) : & 2019 07 31 % 2020 01 31 Change
[TOP]




ZheBaEEfr GOPD E Efelk WElmERETER (BR—)

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

e Reagent Kit : |3 - Innovation vl Change ‘

BEN#aZE—
[ Ager=
st Hpy - (2020 V|| 01 v Change
| | | Control N (Lot No.: AH1220N) _||:|| Control D (Lot No.: AH1220D) |
Reagent
- 'ﬂDl-TI Kit Target | Mean |[n for D ((Z)V 1(:E TOEa s Target || Mean | n for D ((:,V "I;E TOEa
ni []|(V/eHb)(U/gHb)Mean| )| (4) %) | | |(U/gHb)|(UlgHb)Mean| > i%)] (%4) (%)
(Code)
Lab004 3 17.1 | 172 o2][12][29] 20 [Pe[[][ 5.6 | 54 ] 4 Jo1][1.9]7.3][20]>6]
[Lab03 | 3 | 158 || 159 ] 6 |.|13||31|| 20 ||_|H| 52 | 52 [ 6 Joa][19][3.8][20]}>6]
[Lavoie | 3 | 153 | 161 | 3 Jo3jrofoof20]F6lll 52 1 52 [ 3 Jo.1][1.9][3.8][20 6]
[Laboas || 3 177 | 169 | 8 Jo3[rs]s1]20]pel[][ 5.6 1 53 | 8 Jo.3|[5.7]16.7][20]2.6]
[Toal T - T - 165 [t Jod36[- JT-J-00C - 53 Jfar Jo38] - - -]
Az (Bias)% = { [ | BeTF = o~
&EER72 (TE, Total Error)% = 3272 (Bias)% + 2 x BT & E(4E (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / Rt EREAHE (CV)
[TOP]
IEBESES
EEHHARE ¢ g 2019 v|[02 v|[01 v|Z {2020 v|[01 v|[31 V|| Change
| I | Control N (Lot No.: AH1220N) Il Control D (Lot No.: AH1220D) |
Resgent | ¢ M f CV| TE|TE T M f CV||TE|TE
. Kit arget €an (({n 1or a arget can ([ n 10r a
Unitp[£] " dl) (U/gHb)||(U/gHb)|Mean| >l %) )| (%) | © | ||(U/zhb)|(U/gHb)[Mean| > [%6)|| (%)
0de =

[Laboo4 [ 3 ][ 171 | 17.0 ][ 39 Jo.3|[1.8][3.5][20]>6][][ 5.6 ] 55 [ 39 Jo-2|[3.6][9-1][20 [5.1]

[Labo13 |3 ][ 158 | 159 | &3 Jo2[r3][3.1[20][>6[[] 52 ][ 52 | 83 Jo-1J[1.9][3:8][20]}>¢]

[Labote |3 ][ 153 | 16.1 [ 34 Jo-212][7.7][20]>6][][ 52 ] 53 [ 34 Jo-1[1.9][5.7][ 20 |[>6]
3

[ Labo44 || [ 177 ] 17.6 ][ 89 Jo.7[4.0][8.5][ 20 |49 5.6 [ 55 [ 89 Jo-2][3-6][9-1][20 [5.1]
[ Tow | - | - [ 167 [oasfosfsaf -] - [-JIL - 1 54 J[aasfoof37 - - -]
Bz (Bias)% = { [ | ReT¥ 2 i 0%
#RER7E (TE, Total Error)% = 8372 (Bias)% + 2 x REHERAE (CV)
o (Sigma) = (TEa% - ZR7E (Bias)%) / ReTERAE (CV)
[TOP]
. Reagent
Reagent Kit Code

Innovation ||3




HiREREAr GOPD EEBMRER Wl EREHER (BRT)

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

312 Reagent Kit : |3 - Innovation v/ Change |

SEN#RER—
Control N H a1 Eetaat 2tk
BITR
Control N (Lot No.: AH1220N)
Month (2020/01) CUM (2019/02/01~2020/01/31)
Reagent Kit | Target || M fi CV| TE | TE Target | M fi CV||TE || TE
. + € can n 1or a arge can n 1or a
uniapL£] (Code) L] || (UigHb) || (UrgHb) || Mean | 3P| @) ||| 26 || © ||{| (Urgkb) || Urghb) || Mean | 5P @) | @) o) || ©
Lab004 3 17.1 17.2 4 (10.2]1.2]12.9] 20 ([>6 17.1 17.1 39 10.3]] 1.8 3.5] 20 ||>6
Lab013 3 15.8 159 6 |[0.2( 1.3 3.1 20 ||>6 15.8 15.9 83 10.2]11.3)13.1| 20 ||>6
Lab016 3 15.3 16.1 3 |{0.3(1.9]9.0( 20 ||>6 15.3 16.1 34 110.2)1 1.2 7.7 20 ||>6
Lab044 3 17.7 16.9 8 ||0.3|| 1.8 | 8.1 20 ||>6 17.7 17.6 89 110.7]4.0(8.5] 20 ||4.9
Total - - 16.5 21 |[0.6[3.6] - - - - 16.7 245 110.9||54 | - - -

32 (Bias)% = { [ | B5HPE5{E (Mean) - EFE{E (Target) | ]/ EFE{E (Target) } x 100%
gEER2= (TE, Total Error)% = 22 (Bias)% + 2 x BEHEE4E (CV)
o (Sigma) = (TEa% - 5832 (Bias)%) / BEHEER(ABL (CV)

Agst : 2020 v| |01 v | Change | mshHARS (CUM) : [ [2019 v|[02 v|[01 v| 7 [2020 Vv|[01 v|[31 V]| Change |
[TOP]
Control D H#taTBa Batéiat 2Lk
B
Control D (Lot No.: AH1220D)
Month (2020/01) CUM (2019/02/01~2020/01/31)

Uni E Reagent Kit || Target | Mean | n for SD CV|| TE || TEa - Target | Mean | n for D CV|| TE || TEa -
nitID (COde)E] (U/gHb) || (U/gHb) || Mean @) || (%) || (%) (U/gHDb) || (U/gHb) | Mean %)[|(%) || (%)
Lab004 3 5.6 5.4 4 ||0.1][1.9([ 7.3 | 20 [|>6 5.6 5.5 39 110.2]13.61|9.1 (] 20 |[5.1
Lab013 3 5.2 5.2 6 |[[0.1{{1.9][ 3.8 20 [|>6 5.2 5.2 83 ||0.1]|1.9([3.8] 20 ||>6
Lab016 3 5.2 5.2 3 [[0.1{{1.9][ 3.8 ] 20 [|>6 5.2 53 34 |(0.1]|1.9|5.7 || 20 |[>6
Lab044 3 5.6 53 8 |10.3]|5.7]16.7| 20 |[2.6 5.6 5.5 89 1/10.2{|3.6 (9.1 20 ||5.1
Total - - 53 21 ||0.2)13.8]| - - - - 5.4 245 1(0.2]13.7 || - - -

2 (Bias)% = { [ | REFPISME (Mean) - B (Target) | 1/ BEHE (Target) } x 100%

#EEA7= (TE, Total Error)% = §RZ= (Bias)% + 2 x RETERMAE (CV)

o (Sigma) = (TEa% - 5872 (Bias)%) / REtEERAE (CV)

A%zt : [2020 v][01 V] Change | EEHHARS (CUM) : & [2019 v|[02 v|[01 v|Z [2020 v||01 v|[31 v|| Change

[TOP]
Reagent Kit Réz:)%eent

Innovation 3
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