G6PD i & i N H B Sa 45 2R ke SDI sx-fii [l

#5452 LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
lE %
| [#BRMfi:Lab004 |
| | Control N | Control D
] QC Control Lot No. ] AEO0909N ] AE0909D
BRI Month CuM Month CuM
IR (2018/08) | (2018/02/21~2018/08/31) | (2018/08) | (2018/02/21~2018/08/31)
! B (N) I 26 5] 26
| ZIEHS(E Mean)UlgHb | 147 | 14.6 . 56 | 5.6
] ZEHEAEE (SD) |03 | 0.4 03 | 0.2
| EREEEERCV% | 20 | 27 | 54 | 36
| HEfE (Target) UigHb | 144 | 14.4 57 | 57
] 4aERss (TE) % | 62 | 6.9 | 125 | 8.9
| AIARFMEE (TEa)% | 20| 20 20 | 20
] o E >6 Y 5.1
872 (Bias)% = { [ | BEHFH9(E (Mean) - HFE(H (Target)|1/ FAEH (Target) } x 100%
4z (TE, Total Error)% = 557 (Bias)% + 2 x Rt 54 (CV)
o (Sigma) = (TEa% - @i (Bias)%) / RatEE{HE (CV)
H#rst © 2018 08 change ; EEHHAR (CUM): H 2018 02 21 % 2018 08 31 Change
[TOP]
Control N SDI 43 {fifél |
Lot No.: AEO909N ; faBaAfs : 2018-02-21 % 2018-08-31 ; HiH{H (Target) : 14.4 ; £{#5¢ (SD) : 0.40 H iz : Lab004
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H&gst : 2018 08 Change ; ZE{HARH (CUM): [ 2018 02 21 % 2018 08 31 Change
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| Control D SDI 43l |
Lot No.: AE0909D ; #&:EHART © 2018-02-21 % 2018-08-31 ; HIZ{H (Target) : 5.7 ; &}k (SD) : 0.28 iz : Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5.0, a
o o o
Target = =] = = =
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H#tst© 2018 08 cChange ; ZEHHART (CUM): H 2018 02 21 & 2018 08 31
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Control N &7 Control D SDI
gaxiiili=!

Lot No.: AEO909N ; ifiHARY : 2018-02-21 £ 2018-08-31 ; HfZ(E (Target) : 14.4 ; 2 Z1Z A4 (SD): 0.40 (o)

Lot No.: AE0909D ; faBsEART © 2018-02-21 % 2018-08-31 ; HiE{H (Target) : 5.7 ; & f@%3% (SD): 0.28 (o) H{iz : Lab004
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H4tst © 2018 08 Change ;o EEHHART (CUM) : H 2018 02 21 £ 2018 08 31 Change
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HiREREA GOPD EEME Nl mEGETER (HR—)

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

2 Reagent Kit * |1 - Trinity v| Change |
BIEN@E—
=3
EE RS
GEt A -
| I | Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
. ¢ ||ReagentKit | Target || Mean || n for sp||CV || TE || TEa Target || Mean | nfor || J|CV|| TE | TEa|
UnitlD = codey £ [ (U/gHb)|[(U/gHb)|[Mean|[>|[(%) || (%) | (%) (U/gHb) || (U/gHb) [ Mean|[>~||(%)|| (%) || (%)
Lab004 1 144 | 147 || 5 2.0|6.2] 20 5.7 5.6 5 5.4][12.5] 20 [3.4
Total - 147 ][ 5 Jo3J20] - I - I[-] 56 | 5 Jo3|[sa] -] -1-

$A7E (Bias)% = { [ | ?id‘slzﬁjﬁ (Mean) - EE{# (Target) | ]/ E’l@ﬁ (Target) } x 100%
R (TE, Total Error)% = g27= (Bias)% + 2 x BETEERE&AE (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / RatEEREHE (CV)
[TOP]

R RS

BRI © B [2016 v][02 v|[01 v| Z [2018 v|[08 V] [31 V|| Change |

Control N (Lot No.: AE0909N) |:| Control D (Lot No.: AE0909D)
UnitlD £ Reagent Kit|| Target || Mean || n for D CV/|| TE ||TEa EH Target || Mean || n for CV|| TE ||TEa E
“ | (Code) £ | (U/gHY)||(U/gHb)|[Mean|[>~| (%) (%)|[(%) (U/gHb)||(U/gHb)|[Mean|[>[|(%)|| (%) |[ (%)

[Laboo3 [ 1 [ 144 ][ 144 ][ 267 ]0.5]3.5][6.9][20 |[5.7][][ 5.8 ][ 5.8 ][ 267 J0.2][3.4][6.9][ 20 |[5.9]
[ Lab004 | 1 ][ 144 [ 145 ][ 43 Jo3]2.1][48][20]>6][[ 5.7 ][ 5.6 [ 43 ][0-2][3.6][8.9][20]5.1]
[ Laboos [ 1 [ 149 ][ 13.5 [ 64 J0.5]3.7][16.8][ 20 |.9J[][ 54 ][ 5.5 [ 64 ]0.2][3.6][9.1][ 20 ][5.0]
[ Lab007 | 1 ][ 159 [ 13.9 ][346 J0.9]6.5][25.5][ 20 JLA][][ 5.6 ][ 5.4 ][ 346 ][0.4][7.4][18.4][20]]2.2]
[Laboos [ 1 [ 132 ][ 129 [ 45 Jj0.3]2.3][6.9][ 20 |[>6][][ 4.8 ][ 4.8 [ 45 J0.2][4.2][8.3][ 20 |[4.8]
[ Lab009 | 1 ][ 144 [ 143 ][ 89 J0.9]6.3][13.3][ 20 J3A][][ 5.8 ][ 5.9 [ 89 ][0.4][6.8][15.3][20]]2.7]
[Laboio [ 1 [ 158 ][ 152 [ 32 Jo.6]3.9]1.7][ 20 |[4.2][] 6.2 ][ 6.3 [ 32 J0.4][6.3][14.3][ 20 |2.9]
[ Labo11 | 1 [ 144 137 ][ 67 Jo.3]22][92][20]>6]l[ 5.8 [ 57 [ 67 Jj0.2][3.5][8.7][20][5.2]
[Laboi2 [ 1 [ 144 | 143 ][ 122 ]0.5]3.5][7.7][20 |[s.5][][ 5.9 ][ 5.9 ][ 122 J0.3][5.1][10.2][ 20 |[3.9]
[ Lab013 | 1 ][ 145 | 138 [ 40 Jo3]22][9.2][20][>6][][ 57 | 57 ][ 40 Jo.1][1.8][3.5][20 |[>6]
Lab014 1 144 | 145 102 ]jo.5]3.4][7.6][20 |5.7][][ 58 5.6 ][ 102 ]0.2][3.6][10.6][ 20 ]4.6]
Lab016 1 147 ][ 147 ][ 23 Jjoofe.1][12.2][ 20 |33][][ 5.6 53 ][ 23 Jj0.3][5.7][16.7][ 20 ] [2.6]
Lab029 1 144 | 143 ][ 20 Jo.tJo7][2.1][ 20 |>6][][ 5.8 5.6 ][ 20 Jjo.1][1.8][7.0][ 20 ][>6]
Lab030 1 144 [ 143 ][ 3 Jo.5[35][7.7][20|5.5][][ 5.8 54 ] 3 J03][5.6][18.0][ 20 ][2.3]
Lab044 1 144 | 152 | 57 Jjo.9]5.9][17.4] 20 g: 58 | 63 [ 57 Jj0.4][6.3]21.3][ 20 ][1.8]

Total - 142 ][1320][0.8]5.6 BHiE 57 |[1320]04][7.0] - |- -]
RRZE (Bias)% = { [ | BF1P 2
gEsns (TE, Total Error)% = BRE= (BlaS)% +2 x Rt RAE (CV)
o (Sigma) = (TEa% - g&7 (Bias)%) / RatEREHE (CV)

[TOP]
| Reagent Kit [Reagent Code|

[Trinity I |




HARERE(r G6PD E &by WAL EHE

3% LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

&R (BRD)

3%E4F Reagent Kit * [1 - Trinity

v| Change |

| Control N H&f=T8E Rt~ bhies

SIEN#R_

Control N (Lot No.: AE0909N)
Month (2018/08) ] CUM (2016/02/01~2018/08/31)

N Reagent Kit Target Mean n for CV || TE | TEa Target Mean n for CV | TE | TEa
UnitD £ (Code) 1 (U/gtib) || (Urgtib) | Mean | SP | o) || o) | @) || © ||| Wrettb) | (Uigkb) | Mean | SP [ @) | @) | @) | ©
Lab003 1 14.4 - o -0 -0 - 20 J[-][J[ 144 14.4 267 J05][35] 69 ] 20 |57
Lab004 1 144 14.7 5 Jo3][2.0][62] 20 |[>6][J[ 144 145 43 J03][2.1] 48 J 20 |[>6
Lab006 1 14.9 - 0 - - 20 - 149 13.5 64 Jo0s5][37] 168 20 |[2.9
Lab007 1 159 - 0 -0 20 JL- 00 159 13.9 346 J09][65 [ 255] 20 [ 1.1
Lab008 1 132 - 0 -0 - -T2 -0 132 12.9 45 J03][23] 6.9 ] 20 ][ >6
Lab009 1 14.4 - 0 -0 20 - 144 143 89 J0.9|[63] 133 20 |3.1
Lab010 1 15.8 - 0 -0 - -T2 J[-][[ 158 15.2 32 Jo6][39]11.7] 20 J[42
Lab011 1 14.4 - 0 - - T - 144 13.7 67 J[03][22] 92 20 |>6
Lab012 1 144 - 0 = 20 |0 a4 14.3 122 [05][35] 77 | 20 |55
Lab013 1 14.5 - 0 -0 20 0= 145 13.8 40 Jo3][22] 92 ] 20 |[>6
Lab014 1 14.4 - 0 -0 20 JL- 00 144 14.5 102 Jo5][34] 7.6 [ 20 |57
Lab016 1 147 - 0 - 2o - 187 147 23 J[o9][61 122 20 |[33
Lab029 1 14.4 - 0 -0 -0 - 20 J[- ][ 144 143 20 Jo.a][0.7] 2.1 J 20 |[>6
Lab030 1 14.4 - o -0 -0 - 20 J[- ][ 144 143 3 [os][3.5] 7.7 ] 20 |55
Lab044 1 144 - 0 -0 -T2 -] 144 15.2 57 _J[09][5.9 ] 174 ] 20 2.4
Total - - 14.7 5 JoaJfao] - [ - IT-000 - 142 1320 Jo8][56] - | - | -

BR2E (Bias)% = { [ | BeF P9 (Mean) - BfE{E (Target) | ]/ BE{E (Target) } x 100%
#5572 (TE, Total Error)% = 3RZ (Bias)% + 2 x BEE BR8] (CV)
o (Sigma) = (TEa% - %2 (Bias)%) / BETEEAE (CV)
A4kt : [2018 v][08 V][ Change F&HEART (CUM) @ & [2016 v|[02 V][01 V] Z [2018 Vv|[08 V]|[31 V][ Change
[TOP]
| Control D A&t Retéat 2 lbilE |
| | | Control D (Lot No.: AE0909D) |
Month (2018/08) CUM (2016/02/01~2018/08/31)

o Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV | TE | TEa
Unit[D £ (Code) * (Ulgtib) | (Uletb) || Mean || SP | o) | o) || o) || © ||| wighb) || (Uretb) | Mean | SP |l @) | @) | o) | ©
Lab003 1 5.8 - 0 NI ERE 58 5.8 267 [[02][34] 6.9 | 20 |59
Lab004 1 5.7 5.6 5 Jlo3] 54 125] 20 |[34 5.7 5.6 43 Jo2][3.6] 89 | 20 |5.1
Lab006 1 54 - 0 -1 - 20 - 54 55 64 [[02][3.6 91 | 20 [5.0
Lab007 1 56 - 0 - - 20 - 5.6 54 346 J[04][7.4 [ 184] 20 |22
Lab008 1 48 - 0 - - J[20] - 438 48 45 Jo2][42] 83 | 20 |48
Lab009 1 58 - 0 - - 20 - 58 59 89 [[04][68 153 20 |27
Lab010 1 6.2 - 0 - - 20 - 6.2 6.3 32 [[04][ 63143 20 |29
Lab011 1 5.8 - 0 - - 20 - 5.8 57 67 J02][3.5] 87 20 |52
Lab012 1 5.9 - 0 - - 20 [ - 5.9 5.9 122 Jo3][ 5.1 ] 102] 20 |39
Lab013 1 5.7 - 0 -1 - 20 - 57 5.7 40 Jo.1|[1.8 | 35 | 20 |[>6
Lab014 1 5.8 - 0 - - J[20] - 58 5.6 102 [02][3.6]106] 20 [[46
Lab016 1 5.6 - 0 - - 20 - 5.6 53 23 Jo3][5.7]16.7] 20 J2.6
Lab029 1 58 - 0 - - 20 - 58 56 20 01|18 7.0 | 20 |[>6
Lab030 1 5.8 - 0 -] - 2] - 5.8 54 3 Jo3][56]180] 20 [23
Lab044 1 5.8 - 0 - - 2 [ - 5.8 6.3 57 Jo4][63][213] 20 | 1.8

[ Total | - - [ se J[ 5 Joafsaf - J[-J[-JI - [ 57 [ 1320 Jodaff7o] - [ - | -]
BR2E (Bias)% = { [ | Be P9 (Mean) - BE{E (Target) | ]/ BAE{E (Target) } x 100%
#EER7= (TE, Total Error)% = g7 (Bias)% + 2 x REHBE/AE (CV)
o (Sigma) = (TEa% - %2 (Bias)%) / BETEEIAE (CV)
B&iEt + [2018 v][08 V|| Change REHART (CUM) : H [2016 V] [02 v][01 V] & [2018 V| [08 V][31 V]| Change
[TOP]
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