G6PD & BNl mE Gat4ER K SDI 53

J5E4% LotNo © AH1220N (2019-01-28 ~ 2100-12-31) - Change

FUE 2
| HRERELLL - Lab016 |
| Control N Control D
QC Control Lot No. AHI1220N AHI1220D
BRI Month CUM Month CUM
PRI (2020/10) (2020/03/26~2020/10/31) (2020/10) (2020/03/26~2020/10/31)
ZETHEE (N) 4 26 4 26
ZHP(E (Mean) U/gHb 162 162 52 52
EEHEHEE (SD) 0.2 0.1 0.1 0.1
BT EGE (CV) % 1.2 0.6 1.9 1.9
FI 2 (Target) U/gHb 153 153 52 52
4R (TE) % 8.4 7.1 3.8 3.8
W] K EFAEERFE (TEa) % 20 20 20 20
o [ >6 | >6 >6 >6
7= (Bias)% = { [ | FEFFY{E (Mean) - HIZ{E (Target) | ]/ HHE(E (Target) } x 100%
4E=7% (TE, Total Error)% = 5575 (Bias)% + 2 x REFEEEAE (CV)
o (Sigma) = (TEa% - 3572 (Bias)%) / Bt RAE (CV)
A4zt 2020~ 10~ Change ; ZEFHARI (CUM): 4 2020 ~ 03 © 26 © & 2020 ~ 10 - 31 - Change
[TOP]
Control N X Control D SDI
~
53 i
Lot No.: AHI220N ; fEgHAR © 2020-03-26 £ 2020-10-31 ; HfZ{H (Target) : 15.3 ; 25T (SD): 0.8 (o)
Lot No.: AH1220D ; BERHAR © 2020-03-26 Z 2020-10-31 ; EFE{E (Target) : 5.2 ; 245832 (SD): 0.4 (o) Hifir : Lab016
Lab016
+3 5.0,
+2 5.0,
5.0, % o o * e 3 4 % 4 e e T e e, 4 4 e e o,
a
Target 0 —F—s—0 50 551 -5 7 75 5 75 — —F
-1 5.0,
-2 5.0,
-3 5.0,
Date 03-26 04-09 04-16 04-23 05-07 05-14 05-21 06-04 06-11 06-18 07-02 0709 07-16 07-23 07-30 08-06 08-13 08-20 08-27 09-10 09-17 09-24 10-08 10-15 10-22 10-29
A4zt 2020~ 10~ Change ; ZEFHARI (CUM): 5 2020 ~ 03 ~ 26 - & 2020 ~ 10 - 31 - Change
[TOP]

Control N SDI 437 [l |

Lot No.: AHI220N ; #ERHART © 2020-03-26 Z8 2020-10-31 ; FF5{E (Target) : 15.3 ; #5435 (SD) : 0.8 Eifr : Lab016

Lab016
+3 5.0,

+2 5.0,
s15.0. | * e . . . . * . e . e o

Target
-1 5.0,

-2 5,0,

=3 5.D.

Date 03-26 04-09 04-16 04-23 05-07 05-14 05-21 06-04 06-11 06-18 07-02 07-09 07-16 07-23 07-30 08-06 05-13 08-20 08-27 09-10 09-17 09-24 10-08 10-15 10-22 10-29

H4ist: 2020 - 10 ~ Change ; ZETHARY (CUM): [H 2020 ~ 03 ~ 26 ~ & 2020 - 10 - 31 ~ Change

[TOP]



Control D SDI 4 filE]

Lot No.: AH1220D ; ##ERHAR © 2020-03-26 Z 2020-10-31 ; E4E{E (Target) : 5.2 ; S&453%3% (SD) : 0.4 HE{ir : Lab016

Labo16
+3 5.0,

+2 5.0,

+1 5.0,

Target |0 0 o O =] o o] P a = (=R

-1 5.0,

-2 5,0,

-3 5.D.

Date 03-26 04-09 04-16 04-23 05-07 03-14 05-21 06-04 06-11 06-18 07-02 07-09 07-16 07-23 07-30 08-06 08-13 08-20 08-27 09-10 09-17 09-24 10-08 10-15 10-22 10-29

H4izt © 2020 ~ 10~ Change ; EEHHARI (CUM) : B 2020 ~ 03 ~ 26 ~ £ 2020 ~ 10 ~ 31 ~ Change

[TOP]




HhebR B GOPD E Bl WHlmERETER (BR—)

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

1EFE Reagent Kit : |3 - Innovation v|| Change |

SIEN#RER—

[ Awt=
et Hy - 2020 v 10 Vv Change

| | | Control N (Lot No.. AH1220N) [l Control D (Lot No.: AH1220D) |
Reagent Kit|| Target | Mean ||n for CV| TE||TEa Target || Mean |/n for CV|| TE ||TEa
UnltIDE (C ode)IZI (U/gHb)|[(U/gHb)||Mean (%)|[(%)|| (%) ° |:|(U/gHb) (U/gHb)|[Mean SD (%)|[ (%) || (%)
Lab004 3 17.1 [ 175 [ 4 Jo.1]o.6][3.5][ 20 [[>6][][ 5.6 54 | 4 3.7][11.0]] 20
Lab013 3 15.8 [ 158 | 7 Jo3]ro]38[20]>6[][ 52 ][ 51 ] 7 Jo-2|[3:9][9.8] 20
Lab014 3 166 | 164 | 9 Jo4]2.4][6.1][ 20 [>6][][ 54 54 | 9 3.7][7.4] 20
Lab016 3 153 [ 162 | 4 Jo2fr2]s4][20]>6][] 52 | 52 | 4 1.9][3.8] 20
Lab044 3 177 | 168 | 6 o.4]2.4][9.8] 20 >6|] 56 || 54 | 6 1.9][7.3] 20
Total - 16.5 ][ 30 Jo.6]3.6] - - 53 ][ 30 Jo2][3:8 - -]
S22 (Bias)% = { [ | B5HP4HE (Mean) - BB (Target) | ]/ Ef2MH (Target) } x 100%
4872 (TE, Total Error)% = g7 (Bias)% + 2 x REEBEAE (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / BETEE 48 (CV)
[LOP]
[Eifat=
EEHEARY ¢ B (2019 v| |02 v||01 v|Z|2020 v||[10 v||31 v|| Change
| | Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
Reagent Kit|| Target || Mean ||n for CV|| TE (|TEa Target || Mean | n for CV|| TE (|TEa
unitp[£] (Codem (U/gHb)||(U/gHb) [Mean||>2|[%%)[| )| %) | © || |l0/eHb)|(Urgtb)|[Mean| 2|/ @6)|| %) | %) ©
Lab004 3 17.1 [ 172 ][ 78 Jo3|[r7)[4.1][20]>6][][ 5.6 ][ 5.5 | 78 Jo-2][3.6][9-1][20
Lab013 3 158 | 159 ][ 156 Jo2][13][3.1][20 |[>6][][ 5.2 ][ 5.2 ] 156 ]0.2][3.8][7.7] 20
Lab014 3 166 || 16.0 | 45 |[1.1]6.9]17.4] 20 54 | 56 | 45 3.6/[10.8] 20
[ Labote [ 3 | 153 ][ 161 |[ 65 |.|12||77|| 20 |.|]| 52 ][ 52 | 65 |-|19||38|| 20 |[>6] |-
[Laboa4 [ 3 | 177 | 173 J[162]o.6]3.5][92]20 5.1][][ 5.6 | 55 ][ 162 o2]3.6][9.1]20][5.1]
[ Towt [ - [ - [ 166 [[soefosflas] - J[ - [[-[I - [ 54 J[sosfoo37[ - [-]-]

N

7= (Bias)% = {[ | B&
gaznze (TE, Total Error)% = 5235 (Bias)% + 2 x B E(A8L (CV)
o (Sigma) = (TEa% - 38%= (Bias)%) / RatEEREL (CV)

[TOP]

Reagent Kit

Innovation ||3 |




HinEREAr G6PD E B Wl EREHER (BRT)

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

312 Reagent Kit : |3 - Innovation v Change |

SIENA=R_
Control N H&tatEL Bet&tat 2 th
3
Control N (Lot No.: AH1220N)
M onth (2020/10) CUM (2019/02/01~2020/10/31)
Reagent Kit
UnitI). g Target Mean || n for SD CV|| TE | TEa s Target Mean || n for SD CV|| TE (| TEa s

(cOde)E] (U/gHb) || (U/gHb) || Mean )| @) (%) (U/gHb) || (U/gHb) || Mean @) %) || (%)

Lab004 3 17.1 17.5 4 110.1] 0.6 3.5] 20 |>6 17.1 17.2 78 10.3|[1.7] 4.1 || 20 || >6
Lab013 3 15.8 15.8 7 1|0.3([1.9([ 3.8 20 |[>6 15.8 15.9 156 |[0.2| 1.3 |[ 3.1 | 20 ||>6
Lab014 3 16.6 16.4 9 10.4(2.4|6.1{ 20 [[>6 16.6 16.0 45 |(|1.1]16.9](17.4] 20 (2.4
Lab016 3 15.3 16.2 4 110.2|{1.2| 8.4 20 |>6 15.3 16.1 65 10.2|(1.2] 7.7 || 20 ||>6
Lab044 3 17.7 16.8 6 10.4(2.4(9.8( 20 |[>6 17.7 17.3 162 |[0.6]|3.5[ 9.2 | 20 (5.1
Total - 16.5 30 ||0.6] 3.6 - 16.6 506 [(0.8]14.8( - - | -

;QE (Bias)% = { [ | B+ F9E (Mean) - EE{H (Target) | 1/ BFE{E (Target) } x 100%
gEERsE (TE, Total Error)% = 382 (Bias)% + 2 x B E(4E (CV)
o (Sigma) = (TEa% - #&7 (Bias)%) / RETEERAE (CV)

Akt : (2020 v|[10 v Change | EEHHARS (CUM) : & [2019 v|[02 v|[01 v|Z [2020 v||10 v|[31 v|| Change

[TOP]
Control D H &1 BEt4tsT b
BT
Control D (Lot No.: AH1220D)
Month (2020/10) CUM (2019/02/01~2020/10/31)
Reagent Kit Target | Mean | nfor CV|| TE ||TEa Target | Mean | nfor CV|| TE ||TEa

Unip[£] (Code)E] (Ulghb) || (UrgHb) | Mean | 5P [|@6)]| @) | @) | © | || (Urghb) || (U/gHb) || Mean| [Pl co) || ) || @) || ©
Lab004 3 5.6 54 4 o2][3.7]11.0] 20 |[4.4 5.6 5.5 78 [02][3.6][9.1] 20 5.1
Lab013 3 52 5.1 7 |o:2][3.9][ 9.8 ] 20 [[4.6 5.2 52 ][ 156 J0.2][3.8][ 7.7 ][ 20 |[5.3
Lab014 3 5.4 5.4 9 Jo2][3.7][ 7.4 ] 20 |[5.4 5.4 5.6 45 lo.2][3.6]10.8] 20 ][4.5
Lab016 3 52 52 4 llo.1][1.9] 3.8 | 20 |[>6 52 52 65 [lo.1][1.9] 3.8] 20 |[>6
Lab044 3 5.6 5.4 6 |o.1][1.9] 7.3 20 |[>6 5.6 55 [ 162 J0.2][3.6][9.1] 20 5.1

Total - 53 30 |[0.2][3.8 - 54 | s06 Jlo2][37] - 1 - I -
i.;% (Bias)% = { [ Izuﬂ?ﬂ:ﬂa (Mean) - EE{# (Target) | ]/ H8{H (Target) } x 100%
gEERsE (TE, Total Error)% = 382 (Bias)% + 2 x B E(4E (CV)
o (Sigma) = (TEa% - gRZ (Bias)%) / ReTERAE (CV)
Agst : [2020 v|[10 V| | Change | mshHARS (CUM) : [ [2019 v[02 v][01 V|7 [2020 v|[10 v|[31 V]| Change |

[TOP]
. Reagent
Reagent Kit Code

Innovation 3
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