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

7583% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
FIEN 22
A EA EE .
_ I#BRWfr: Lab007 |
Control N Control D
QC Control Lot No. AE0909N AE0909D
BRI Month CUM Month CUM
et (2019/12) (2019/08/16~2019/12/31) (2019/12) (2019/08/16~2019/12/31)
FEHEEL(N) 6 26 6 26
Z:HF19{E (Mean) U/gHb 18.4 17.7 6.3 6.1
EEHEHEZ (SD) 0.3 0.7 0.1 0.2
FETEEAE (CV) % 1.6 4.0 1.6 33
H1Z(H (Target) U/gHb 15.0 15.0 5.6 5.6
4EzR7= (TE) % 259 259 15.7 15.5
N X FTHER 7 (TEa) % 20 20 20 20
c -1.7 0.5 4.7 3.4
7% (Bias)% = { [ | E5FFH9{E (Mean) - HHE{E (Target) | 1/ HAE{HE (Target) } x 100%
4=i7= (TE, Total Error)% = g2 7= (Bias)% + 2 x EEHEE(AE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Bat8F(4H (CV)
H&gst © 2019 12 Change ; ZEEHHARI(CUM): 5 2019 08 16 % 2019 12 31 Change
[TOP]
Control N SDI 4/
Lot No.: AEO909N ; FERHART : 2019-08-16 Z& 2019-12-31 ; EAZ(H (Target) : 15.0 ; &4 (SD) : 0.90 Bz : Lab007
Lab007 . O . v . . . v v . 0
+3 5.0, d . s o .
° O . . o
+2 5.0, ' - -
+1 5.0, hd
Target
-1 5.D.
=2 5.0,
-3 5.0,
Date 08-16 08-20 06-23 08-27 08-30 09-10 09-13 09-17 09-20 09-24 09-27 11-01 11-05 11-08 11-12 11-15 11-19 11-22 11-26 11-29 12-03 12-06 12-10 12-13 12-24 12-31

A%zt : 2019 12 Change ; ZEHHART (CUM): (5 2019 08 16 & 2019 12 31 Change
[TOP]
Control D SDI 53 ffilE] |
Lot No.: AE0909D ; ##ERHHIRE © 2019-08-16 25 2019-12-31 ; F (& (Target) : 5.6 ; £ #}83%3 (SD) : 0.40 Hi : Lab007
Lab007
+3 5.0,
+2 5.0, a) e} &
wsp |0 0O O o 5 o 5 - B, S o o B8 ©O 0 g
= I o
Target
-1 5.0,
-2 5,0,
-3 5.D.
Date 08-16 08-20 08-23 08-27 08-30 09-10 09-13 09-17 09-20 09-24 09-27 11-01 11-05 11-08 11-12 11-15 11-19 11-22 11-26 11-29 12-03 12-06 12-10 12-13 12-24 12-31

A%t

2019 12 Change

; BEHART (CUM) @ H 2019 08 16 & 2019 12 31

Change

[TOP]
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Control N £z Control D SDI

Lot No.: AE0909N ; f@E&HARE : 2019-08-16 & 2019-12-31 ; HAZ(H (Target) : 15.0 ; 2H{WAE (SD): 0.90 (o)
Lot No.: AE0909D ; f&ERHART © 2019-08-16 % 2019-12-31 ; HAZ{H (Target) : 5.6 ; £ fEAE (SD): 040 (o) EHAiL : Lab007
Lab007 . O L v . . v v . )
+3 5.0, b . s o . hd
° O . .
+2 5.0, r o u] - 8 =
s1sp, |0 O O o . o oo . . 5 o B8 ©O 0O g
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o
Target
-1 5,0,
-2 5,0,
-3 5.D.
Date 08-16 08-20 08-23 08-27 08-30 09-10 09-13 09-17 09-20 09-24 09-27 11-01 11-05 11-08 11-12 11-15 11-19 11-22 11-26 11-29 12-03 12-06 12-10 12-13 12-24 12-31

H%Ef© 2019 12 Change ; ZEMHAR(CUM) : & 2019 08 16 % 2019 12 31 Change

[TOP]




2B GOPD Bl WHlmESRETER (BR—)

JEHE LotNo : | AEO90ON (2016-01-01 ~ 2100-12-31) | Change |

#E}E Reagent Kit : |4 - Lanner v|| Change |

SIEN#RER—

[ Rar=

et HEy - 2019 v 12 Vv Change

| | | Control N (Lot No.: AE0909N) I[]] Control D (Lot No.: AE0909D) |
Reagent ] I ] ]
'. Kit Target | Mean ||n for SD CV|| TE |[TEa s Target || Mean ||n for D CV|| TE ||TEa s
Unitl (U/gHDb)||(U/gHb)|[Mean||” "~ |(%)|| (%) |[(%) (U/gHDb)||(U/gHb)|[Mean||” " [[(%)|| (%) || (%)
(Code)L= . i L |
Lab007 4 150 | 184 | 6 [0.3/1.6/25.920( | 5.6 6.3 6 |0.1][1.6/[15.7]| 20 ||4.7
Total - - 184 || 6 e - (- - - | 63 | 6 el - [ - -]
3 (Bias)% = { [ | BEHTH9MH (Mean) - EFE{H (Target) | |/ ERZ{H (Target) } x 100%
4Bz (TE, Total Error)% = 32 (Bias)% + 2 x B8 E(AE (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / BETEEE(AEL (CV)
[TOP]
S
EHER ¢ 15 [2016 v [02 v|[01 V| Z [2019 v|[12 v|[31 V|| Change |
| | | Control N (Lot No.: AE0909N) I[]] Control D (Lot No.: AE0909D) |
Reagent Kit|| Target || Mean |[n for CV| TE |TEa Target | Mean || n for CV/|| TE ||TEa
UnittoL] (Codel L] [[(U/gttb)|(Urgtb) Mean(>|(%6)] 26) |26 | © | [[(U/gb)|[rgib)|Mean( >l 26| ¢6) | %)
Lab006 4 144 | 152 | 72 ]jo.6|[3.9]13.5][ 20 |B.7][]| 5.4 5.6 | 72 Jjo.4|[7.1][18.0] 20
Lab007 4 150 | 162 | 108 |1.1][6.821.6|[ 20 |[1.8][|| 5.6 58 | 108 6.9([17.4 20
Lab008 4 144 | 149 | 70 ]j0.9][e.015.6][ 20 [2.8][][ 5.3 53 | 70 7.5|[15.1] 20
Lab009 4 144 | 15.6 | 66 [0.7][4.5]17.3]| 20 |R.6][|| 5.8 58 | 66 6.9[13.8| 20
Lab010 4 158 | 16.0 | 29 |0.6|[3.8] 8.8 20 |[l4.9|[|| 6.2 5.8 | 29 Jo.3][5.2][16.8][ 20
Lab011 4 144 || 147 ][ 72 Jo.6|l4.1]10.2][ 20 [l4.4][]| 5.8 57 | 72 Jo.2][3.5]8.7] 20
Lab012 4 158 | 15.1 | 108]1.1][7.3][19.0] 20 5.6 | 108 Jjo.4][7.1][16.0] 20
[ Lab02o || 4 || 144 || 147 | 75 |03 |l|20||62||20|lﬂl 5.8 || 57 |75 |-|18||52||20|-
[ Towt [ - - ][ 153 Jleoo]frofle.s| - - [-J0L_- ] 57 J600 Jo470][ - ][ - -]

72 (Bias)% = { [ | BEFTH9ME (Mean) - HAEMH (Target) | ] / HEME (Target) } x 100%
faEas= (TE, Total Error)% = $22 (Bias)% + 2 x BeFEEREAE (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / BETHEEE(ARL (CV)

[TOP]

Reagent

Reagent Kit Code

Lanner ”4




ZiubR B G6PD E Bl NEmERETER (R

JEHE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

#E$¥ Reagent Kit : |4 - Lanner v| Change

SIEN#EFR_

Control N A $RETH RETHs T2 FEEBSR

Control N (Lot No.: AE0909N)
Month (2019/12) CUM (2016/02/01~2019/12/31)

Uni E Reagent Kit || Target Mean || nfor SD CV| TE || TEa - Target Mean || nfor SD CV| TE || TEa -
nit[D (cOde)E] (U/gHb) || (U/gHb) || Mean @) || (%) || (%) (U/gHb) || (U/gHb) || Mean @) || %) || %)
Lab006 4 14.4 - 0 - - - 20 - 14.4 15.2 72 |10.6]] 3.9 || 13.5] 20 ||3.7
Lab007 4 15.0 18.4 6 |03 1.6]259( 20 |-1.7 15.0 16.2 108 |[1.1]| 6.8 ||21.6] 20 || 1.8
Lab008 4 14.4 - 0 - - - 20 - 14.4 14.9 70 |[0.9] 6.0 15.6] 20 ||2.8
Lab009 4 14.4 - 0 - - - 20 - 14.4 15.6 66 ||0.7]|4.5]17.3| 20 |2.6
Lab010 4 15.8 - 0 - - - 20 - 15.8 16.0 29 (0.6 3.8 8.8 | 20 ||4.9
Lab011 4 14.4 - 0 - - - 20 - 14.4 14.7 72 1|0.6]/4.1]10.2|| 20 || 4.4
Lab012 4 15.8 - 0 - - - 20 - 15.8 15.1 108 || 1.1]/ 7.3 ]19.0|f 20 | 2.1
Lab029 4 14.4 - 0 - - - 20 - 14.4 14.7 75 110.3]12.0 6.2 || 20 ||>6

Total - - 18.4 6 ||03[1.6] - - - - 15.3 600 ||1.0]|6.5] - - -

2872 (Bias)% = { [ | BEHFHME (Mean) - BE{E (Target) | 1/ BAE{E (Target) } x 100%
4EER= (TE, Total Error)% = 2% (Bias)% + 2 x BETEE(&E (CV)
o (Sigma) = (TEa% - &= (Bias)%) / REBEMAE (CV)

Bzt : [2019 v|[12 V] | Change | FEHRT (CUM) : 1 [2016 V| [02 v][01 V| z [2019 v|[12 V|[31 V][ Change |
[TOP]
Control D H &t Rat4iat < thaek
Control D (Lot No.: AE0909D)
Month (2019/12) CUM (2016/02/01~2019/12/31)

Uni DE Reagent Kit Target Mean || n for D CV || TE || TEa - Target Mean || n for D CV || TE | TEa -
nitl (Code)E] (U/gHb) || (U/gHb) || Mean @) || %) | %) (U/gHb) || (U/gHb) || Mean @) || @) | (%)
Lab006 4 54 - 0 - - - 20 || - 5.4 5.6 72 ([0.4( 7.1 | 18.0(f 20 ||2.3
Lab007 4 5.6 6.3 6 0.1] 1.6 || 15.7 || 20 ||4.7 5.6 5.8 108 |[0.4]/ 6.9 17.4] 20 ||2.4
Lab008 4 53 - 0 - - - 20 || - 5.3 53 70 ([0.4( 7.5|15.1( 20 ||2.7
Lab009 4 5.8 - 0 - - - 20 || - 5.8 5.8 66 ([0.4(6.9|13.8(| 20 ||2.9
Lab010 4 6.2 - 0 - - - 20 || - 6.2 5.8 29 [[0.3|[ 5.2 16.8( 20 ||2.6
Lab011 4 5.8 - 0 - - - 20 || - 5.8 5.7 72 )|10.2 3.5 8.7 | 20 ||5.2
Lab012 4 5.7 - 0 - - - 20 || - 5.7 5.6 108 ||0.4|| 7.1 |/ 16.0( 20 ||2.6
Lab029 4 5.8 - 0 - - - 20 || - 5.8 5.7 75 |0.1{[ 1.8 5.2 || 20 ||>6
Total - - 6.3 6 0.1) 1.6 - - - - 5.7 600 ||0.4]7.0) - - -

ERZE (Bias)% = { [ | B39 (Mean) - EAE{E (Target) | 1/ BAE{E (Target) } x 100%
HEERZ (TE, Total Error)% = §82= (Bias)% + 2 x REMEBE(REL (CV)
o (Sigma) = (TEa% - 87 (Bias)%) / RETEEAE (CV)
Bt : [2019 v[[12 V] Change AR (CUM) : 5 [2016 V][02 v][01 v| z[2019 v|[12 V|[31 V|| Change
[TOP]
Reagent Kit Ré?)g;:t
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