G6PD & EfBrN i Edtat &SR K SDI 2 filE

4% LotNo : AH1220N (2019-01-28 ~ 2100-12-31)  Change
Il 2
A EA BE .
 HRERE(Y : Lab013 |
| ‘ Control N Control D
QC Control Lot No. AHI1220N AH1220D
BRI Month CUM Month CUM
PRIIR (2020/07) (2020/04/25~2020/07/31) (2020/07) (2020/04/25~2020/07/31)
ZETEEET (N) 9 26 9 | 26
L (Mean) U/gHb 15.8 15.9 53 | 52
ZEFEEHESE (SD) 03 0.2 01 | 0.1
S AR (CV) % 1.9 1.3 1.9 | 1.9
H fZ{E (Target) U/gHb 15.8 15.8 52| 5.2
4aEEsE (TE) % 3.8 3.1 5.7 | 3.8
H S 4EEASE (TEa) % 20 20 20 | 20
\ o o6 | >6 >6 | >6
7 (Bias)% = { [ | B F9(E (Mean) - FFE{E (Target) | 1/ HAE{H (Target) } x 100%
Y572 (TE, Total Error)% = 5572 (Bias)% + 2 x BEERAE] (CV)
o (Sigma) = (TEa% - 5572 (Bias)%) / B4 (CV)
H4izt © 2020 07 Cchange 5 ZEEHHARI (CUM) : H 2020 04 25 £ 2020 07 31 Change
[TOP]
Control N Kz Control D SDI
\
paKiili=i
Lot No.: AHI1220N ; f&EgHAR] @ 2020-04-25 Z 2020-07-31 ; HAZ(H (Target) : 15.8 ; 252 (SD): 0.40 (o)
Lot No.: AHI220D ; #E&HART © 2020-04-25 Z 2020-07-31 ; EI4%{# (Target) : 5.2 ; &% 5452 (SD): 0.20 (o) AL : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0,
L ] L ] > . . . @ o > e ﬁ a L ] ﬂ o =] | | g
Target = 5— =8 5—8 e o = . L 2 o
o o
-1 5.0, o o 8 ) .
-2 5,D. L]
=3 5.0,
Date 04-25 04-29 05-02 05-06 05-09 05-16 05-20 05-27 05-30 06-03 06-06 06-10 06-13 06-17 06-20 06-24 06-27 O7-01 07-04 O7-08 07-11 07-15 07-18 07-22 07-25 07-29
Hé%zt© 2020 07 Change ; ZEHHAR (CUM): H 2020 04 25 & 2020 07 31 Change
[TOP]
Control N SDI 43 [El
Lot No.: AHI220N ; #EHART : 2020-04-25 Z 2020-07-31 ; [ FE{H (Target) : 15.8 ; £ 345 (SD) : 0.40 AL : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0,
L ] > L ] > . . . . L ] b - L ] » L ] .
Target L] . Py L ] L ] L ]
-1 5.0, . L
-2 5,D. L]
=3 5.0,
Date 04-25 04-29 05-02 05-06 05-09 05-16 05-20 05-27 05-30 06-03 06-06 06-10 06-13 06-17 06-20 06-24 06-27 O7-01 07-04 O7-08 07-11 07-15 07-18 07-22 07-25 07-29
H4izt © 2020 07 Change ; ZEHHARE (CUM) @ [ 2020 04 25 % 2020 07 31 Change

[TOP]



Control D SDI 43 fff &l |

Lot No.: AH1220D ; ##E#HART © 2020-04-25 Z 2020-07-31 ; HAZ{H (Target) : 5.2 ; S%1E#E (SD) : 0.20 AL : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0, =] a a a
o o o o o o o a
Target & & & & =) & & =)
o o o
=1 5.0, =] =) =]
-2 5,0,
-3 5.D.
Date 04-25 04-29 05-02 05-06 05-09 05-16 05-20 05-27 035-30 06-03 06-06 06-10 06-13 06-17 06-20 06-24 06-27 07-01 07-04 07-08 07-11 07-13 07-18 07-22 07-23 07-29
H4izt © 2020 07 Change 5 EEHHARI (CUM) @ H 2020 04 25 £ 2020 07 31 Change

[TOP]




el B GOPD E Btk WHlmERETER (BR—)

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

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

SIEN#RER—

[ Awt=
et Hy - 2020 v || 07 Vv Change

| | | Control N (Lot No.. AH1220N) [l Control D (Lot No.: AH1220D) |
Reagent Kitll 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 [ 173 [ 5 Jo.1]o.6][2.3][ 20 [[>6][][ 5.6 56 | 5 3.6][7.1] 20
Lab013 3 15.8 [ 158 | 9 Jo3]ro]38[20]>6[][ 52 ][ 53 ][ 9 Jo.1[r.9]5.7] 20
Lab014 3 166 | 165 | 9 Jo4]2.4][5.5][ 20 [>6][][ 54 57 ][ 9 3.5][12.6] 20
Lab016 3 153 [ 162 | 5 JoaJos][7a][20]>e][][ 52 ][ 53 ][ 5 Jo-1][1.9][5.7] 20
Lab044 3 177 | 171 | 9 1.2][5.7] 20 >6|] 56 |[ 54 ] 9 3.7|[11.0] 20
Total - 16.5 ][ 37 Jo.6]3:6] - - 55 |37 Jo2|[3:6 - -]
S22 (Bias)% = { [ | BSHP4IE (Mean) - EBUE (Target) | 1/ EIfME (Target) } x 100%
#8572 (TE, Total Error)% = g7 (Bias)% + 2 x REEBEAE (CV)
o (Sigma) = (TEa% - iz (Bias)%) / RETERAE (CV)
[LOP]
[Eift=
EEHEARY ¢ B (2019 v| |02 v||01 v|Z|2020 v||[07 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 [ 17.2 ][ 65 Jo3|[r7])[4.1][20]>6][][ 56 ][ 5.5 | 65 Jo-2][3.6][9-1][20
Lab013 3 158 | 159 J[131]o2][13][3.1]20]>6][][ 52 ][ 5.2 | 131 1.9][3.8][ 20
Lab014 3 166 || 153 | 17 |[1.4]9.2]26.1] 20 54 | 57 | 17 3.5|[12.6] 20
[ Labole [ 3 ][ 153 | 16.1 [ 54 |.|12||77|| 20 |.|]| 52 | 53 | 54 |-|19||57|| 20 |[>6] |-
[Laboa4 [ 3 | 177 | 173 J[139Jo.6]3.5][92][20 5.1][][ 5.6 | 55 ][ 139 Jo2[3.6][9.1]20][5.1]
[ Towt [ - [ - [ 166 [faoefooflsall - J[- - - [ 54 J[406foof37[ - [-]-]

N

7= (Bias)% = {[ | B&
gaznze (TE, Total Error)% = 3235 (Bias)% + 2 x BEEFEE(A8L (CV)
o (Sigma) = (TEa% - 3822 (Bias)%) / RetEEREL (CV)

[TOP]

Reagent Kit

Innovation ||3 |




HinEREAr G6PD E Bk 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 (2020/07) CUM (2019/02/01~2020/07/31)
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 17.1 17.3 5 Jfo.1fo.6[[2.3][ 20 56| 17.1 172 [ 65 [o3][1.7][4.1] 20 |[>6
Lab013 15.8 15.8 03] 1.9][3.8] 20 [>6[[| 15.8 159 [ 131 fo2][1.3]3.1] 20 |[>6

3
3 9
Lab014 3 16.6 16.5 9 110.4([2.4|5.5( 20 |[>6 16.6 15.3 17 ||1.4{[9.2/26.1| 20 ||1.3
3 5
3 9

Lab016 15.3 16.2 0.1/0.6{ 7.1]| 20 ||>6 15.3 16.1 54 1|0.2|| 1.2 ([ 7.7 || 20 [[>6
Lab044 17.7 17.1 0.2] 1.2 5.7] 20 ||>6 17.7 17.3 139 |(0.6]|3.5([ 9.2 || 20 [5.1
Total - 16.5 37 |[0.6] 3.6 - 16.6 406 109|541 - - -
i.;% (Bias)% = { [ Iguﬂ?ﬂ:ﬂa (Mean) - EFME (Target) | 1/ EIE{H (Target) } x 100%

gEERsE (TE, Total Error)% = 382 (Bias)% + 2 x B E(4E (CV)
o (Sigma) = (TEa% - #&7 (Bias)%) / RETEERAE (CV)

Azt : [2020 v||07 v Change | EEHHARS (CUM) : [ [2019 v|[02 v|[01 v|Z [2020 v||07 v|[31 v|| Change

[TOP]
Control D H &1 BEt4tst < th
BTk
Control D (Lot No.: AH1220D)
Month (2020/07) CUM (2019/02/01~2020/07/31)
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 5.6 5 Jo2]3.6] 7.1 20 |[5.6 5.6 5.5 65 [[02][3.6][9.1] 20 5.1
Lab013 3 52 53 9 [o.1][1.9][ 5.7 20 [[>6 52 52 ][ 131 Jo.1][1.9][ 3.8 ][ 20 |[>6
Lab014 3 5.4 5.7 9 |l02]3.5][12.6] 20 |[4.1 5.4 5.7 17 |[0.2][3.5][12.6][ 20 ][4.1
Lab016 3 52 53 5 Jlo.af1.9] 5.7 20 |[>6 52 53 54 [lo.1]1.9] 5.7 ] 20 |[>6
Lab044 3 5.6 5.4 9 Jl0.2][3.7][11.0] 20 |[4.4 5.6 55 139 [[0.2][3.6][ 9.1 ][ 20 |[5.1

Total - 55 37 f0.2][3.6 - 54 [ 406 J[o2][3.7]] - [ - | -
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| |07 V| | Change | mshHARS (CUM) : [ [2019 v[02 v][01 V|7 [2020 v|[07 v|[31 V]| Change |

[TOP]
. Reagent
Reagent Kit Code

Innovation 3
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