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Fbe 8 i 13 13
KNS ()] 98 98
® =% (Median) 14.6 (U/gHb) 4.8 (U/gHDb)
T 2@ (Mean) 14.4 (U/gHb) 4.8 (U/gHDb)
&% (SD) 0.6 0.2
%3 %k (CV) 4.2% 4.2%
G6PD t& &% & 4 [l 13.1 ~ 15.9 (U/gHb) 4.2 ~ 5.4 (U/gHb)
Hb & % (& 4 [l 2.2~ 2.7 (g/dL) 2.1~2.7 (g/dL)
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G6PD JE B w5 ER i

EETEER K SDI S filE

#%E4% LotNo © AD0326N (2014-04-01 ~ 2100-12-31)  Change
SUENEI%
| WREREfr:Lab004 |
| ] Control N \ Control D
| QC Control Lot No. ] AD0326N | AD0326D
- Month CUM Month CUM
IR (2015/09) | (2015/04/08~2015/09/30) | (2015/09) | (2015/04/08~2015/09/30)
| B (N) | 5 | 26 5 | 26
| ZEPHE Mean)UigHb [ 147 | 14.9 49| 4.9
| e (SD) |03 | 0.3 02 | 0.2
| EEEEEHCV% | 20 | 2.0 L4 4.1
| EfEfH (TargetyUigHb | 150 | 15.0 . 50 | 5.0
| 4z (TE) % |61 | 4.7 . 102 | 10.2
| ARz (TEa)% | 20| 20 20 | 20
| o R >6 | 44| 4.4
7 (Bias)% = { [ | R FH5(H (Mean) - HFLA (Target)| 1/ H L (Target) } x 100%
4azis= (TE, Total Error)% = 27 (Bias)% + 2 x EEH8 (48 (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / RitEE##] (CV)
Hé4st : 2015 09  change ; ZEEHAR (CUM) : [ 2015 04 08 Z 2015 09 30 Change
[TOP]
Control N SDI 434l
Lot No.: AD0326N ; @B Hif] : 2015-04-08 & 2015-09-30 ; H#%{H (Target) : 15.0 ; £:%4E47 (SD) : 0.40 AL : Lab004
Lab004
+3 5.0,
+2 5.0,
L
+1 5.0, -
Target + . - * * . - . . - . .
-1 5.0, [-® L . L L] « * °
* L]
-2 5.D. ®
=3 5.D.
Date 04-08 04-15 04-22 04-29 05-06 05-13 05-20 05-27 06-03 06-10 06-17 06-24 07-01 07-08 07-15 07-22 07-29 08-0F 08-12 08-19 08-26 09-02 09-09 09-16 09-23 09-30

H&iElr © 2015 09 Change ; ZEEFEART (CUM): [ 2015 04 08 Z 2015 09 30 Change
TOP
Control D SDI 431l
Lot No.: AD0326D ; ##E#Af : 2015-04-08 % 2015-09-30 ; FIE{H (Target) : 5.0 ; - f@:#3% (SD) : 0.25 SR : Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5.0, u] (u]
Target & & =) =2 & = = &
o o o o
-1 5.0, " 5 a a o [m] H
o o (=] o
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Date 04=08 04=15 04=-22 04=-29 05-06 05-13 05-20 05-27 06=-03 06=10 06-17 06=-24 07=-01 07=08 07=15 07=-22 07-29 08=-05 05-12 086-19 08-26 09=-02 09-09 09-16 09=-23 09-30

H&rtElr © 2015 09 Change ; ZEE[EARE (CUM): [ 2015 04 08 Z 2015 09 30 Change

TOP



Control N ;2 Control D SDI

PNt

Lot No.: AD0326N ; fgEREAM] © 2015-04-08 % 2015-09-30 ; [H (K (Target) : 15.0 ; %435 (SD): 0.40 (o)
Lot No.: AD0326D ; f#EREAf] © 2015-04-08 % 2015-09-30 ; [ f=(H (Target) : 5.0 ; £#fE:#35% (SD): 0.25 (o)

Lab004
+3 5.0,

+2 5.0,
+1 5.0,
Target
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=2 5.0,
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=iaBg B GOPD E ERE WM EGETER (ER—)

HE§% LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) /| Change |

#EFE Reagent Kit : [1 - Trinity vI Change

T A%arE |

Gzt Ay : [2015 v][09 V|| Change |

| [ | Control N (Lot No.: AD0326N) I[]] Control D (Lot No.: AD0326D) |
R Reagent Kit | Target Mean || n for CV | TE | TEa Target Mean || n for CV|| TE | TEa
UnitlD = codey & || (U/gHb) || (U/gHb) || Mean SDU o) [ <) || ) (U/ghib) || (U/gtib) || Mean ||SP | @) || %) | o) | ©
Lab003 1 14.8 14.7 23 Jos][3.4] 7.5 ] 20 |[5.7][][ 5.0 4.9 23 [[02] 4.1][102] 20 [4.4
Lab004 1 15.0 14.7 5 Jo3][20] 6.1 ] 20][>6]][ 5.0 4.9 5 Jlo2]4.1][10.2] 20 ][44

[ Lab0os | 1 [ 148 ][ 140 ][ 5 Jos[3e6]125] 20 J41][][ 50 [ 44 | 5 Jo2]45]21.1] 20 18]

[ Lab007 | 1 [ 145 ][ 145 ][ 13 Jos 214120 ][>6][][ 49 [ 48 | 13 Jo2]42][104] 20 J43]

[ Lab00g | 1 [ a1 ][ 134 ][ 9 JoaJoz]es 20 ][>6]][ 47 [ 45 | 9 Joa]22][8.7 ] 20 [>6]

[ Lab0io | 1 [ 148 ][ 148 ][ 3 o214 2720 ][>6][][ 50 [ 50 | 3 Jo.1]2.0] 4.0 ] 20 [>6]

[ Laboll | 1 [ 148 ][ 151 ][ 4 Jo3J20] 60 20]>6]][ 50 | 52 [ 4 Jo1]19][7.8] 20 [>6]

[ Laboi2 | 1 [ 148 ][ 141 ][ 4 Jo3J21] 90 20]>6][][ 50 | 46 [ 4 Jo3]es5]21.0] 20 18]

[ Lab0i3 | 1 [ 150 ][ 149 ][ 7 JoaJozJ 20 20][>6][][ 47 [ 46 | 7 Jo.a]22] 6.5 ] 20 [>6]

[ Laboi4 | 1 [ 148 ][ 145 J[ 10 Jo3J21] 6220 ][>6][J[ 50 [ 47 ] 10 Jo.r]2.1][103] 20 [>6]

| Labols | 1 [ 148 ][ 138 ][ 9 JoaJ 221120 ][>6][][ 50 [ 46 | 9 Jo2]43][16.7] 20 J2:8]

[_Laboio | 1 a8 J[ 150 L2 -- - [0 50 J 49 2 J[-J - - J20]-]
Lab029 1 14.8 14.9 4 Jo2] 1334 20 |[>6][][ 5.0 5.0 4 Jlo.1]2.0][ 40 ] 20 |[>6
Total - - 144 | 98 Joel42] - - 1[-1[ - 48 98 Jlo2]42] - | - |-

R (Bias)% = { [ | BET-FHME (Mean) - B AR{H (Target) | 1/ EE{H (Target) } x 100%

483 (TE, Total Error)% = iz (Bias)% + 2 x EEHEF{AE (CV)

o (Sigma) = (TEa% - 7= (Bias)%) / REFERAE (CV)

[TOP]
S
EETHAR © 5 [2014 v|[05 v][01 v| £ [2015 v|[09 v|[30 V|| Change
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)
Unitip £ Reagent Kit || Target Mean || n for D CV | TE | TEa o Target Mean || n for SD CV|| TE | TEa -
- (Code) t | (U/gHb) || (U/gHb) || Mean (%) || (%) | (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)

[ Labool | 1 [ 142 [ 148 [ 1 [ - - - [0 -JOC 46 ][ 50 [ t J[- -] - J20]-]
Lab003 1 14.8 14.6 402 J0.8] 5.5 [12.3] 20 |[34][][ 5.0 4.9 402 [03][6.1][142] 20 [3.0
Lab004 1 15.0 15.0 56 03] 2.0 40 20 |[>6][][ 5.0 4.9 56 [[0.2] 4.1][10.2] 20 | 4.4
Lab006 1 14.8 14.8 51 Jo7][47] 9.5 ] 20 Jl43][][ 5.0 4.9 51 |[0.4] 8.2][18.3] 20 |2.2
Lab007 1 14.5 13.6 186 J0.5]3.7 [13.6] 20 |[3.7][][ 4.9 4.4 186 |02 4.5]19.3] 20 |22
Lab008 1 14.1 14.2 85 Jlo.6][42] 9.2 20 J[46][][ 47 4.5 85 [[0.3]6.7][17.6] 20 [[2.3
Lab010 1 14.8 14.2 52 Jo.s][3.5 [111] 20 [[4.6][][ 5.0 4.8 52 [[03] 6.3 16.5] 20 |25
Lab011 1 14.8 15.0 64 Jo3]2.0] 54 ] 20 |[>6][][ 5.0 5.1 64 [[0.3]5.9]13.8] 20 [3.1
Lab012 1 14.8 14.5 50 Jo4]2.8] 7.5] 20 |[>6][][ 5.0 4.8 50 [[0.3]6.3][16.5] 20 |25
Lab013 1 15.0 15.0 103 Jo2] 13 ] 27 ] 20 |[>6][][ 47 4.7 103 |02 43] 8.5 | 20 |47
Lab014 1 14.8 14.7 46 Joa]27] 61 | 20 |[>6][J[ 5.0 4.7 46 |[02]43][14.5] 20 [[3.3
Lab015 1 14.8 14.6 94 Jo.8]5.5]12.3] 20 |[3.4][J[ 5.0 5.0 94 [[0.3] 6.0 12.0] 20 [[3.3
Lab016 1 14.8 14.9 28 Jo.1fo.7] 2.0 [ 20 |[>6][][ 5.0 4.9 28 [[02] 4.1][102] 20 [4.4
Lab029 1 14.8 14.9 65 Joa]27] 6.0 ] 20 |[>6][][ 5.0 4.8 65 |[0.2] 4.2][12.3] 20 |3.8
Total - - 145 1283 Jos] 55 - [ - ][ - ][] - 4.8 1283 [o3]e3] - I - | -

a7 (Bias)% = { [ | R&tP9{E (Mean) - HFEE (Target) | 1/ HEHE (Target) } x 100%

435 (TE, Total Error)% = iz (Bias)% + 2 x Rt F{A% (CV)

o (Sigma) = (TEa% - 7= (Bias)%) / REFERAE (CV)

[TOP]

Reagent Kit Reagent Code
Trinity 1




BiREREAL G6PD EEigiE NEmESETEER (BR2)
5542 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) w| Change |

#BEFE Reagent Kit © [1 - Trinity vI Change

| Control N &t Bl RGH4fst 2 EEGR |

Control N (Lot No.: AD0326N)

| I | Month (2015/09) || CUM (2014/05/01~2015/09/30) |

UnitlD & Reagent Kit Target Mean n for SD CV || TE || TEa T_ Target Mean n for SD CV | TE || TEa s
- (Code) £ | (U/gHb) || (U/gHb) || Mean ) || %) || %) (U/gHb) || (U/gHb) || Mean ) || (%) || (%)

Lab001 1 142 - o - - - 120 - 0 122 14.8 - - 2o -]
Lab003 1 14.8 14.7 23 Jos] 34 7.5 20 |[57][][ 1438 146 |[ 402 Jo.8] 5.5 ] 123] 20 |[3.4]
Lab004 1 15.0 14.7 5 Jo3]2.0] 6.1 [ 20 |[>6][][ 150 15.0 56 J[0.3] 2.0 ] 4.0 ] 20 |[>6]
Lab006 1 14.8 14.0 5 Jlos][3.6 ][ 12.5] 20 J[4.1][][ 148 14.8 51 Jl0.7] 4.7 ] 9.5 | 20 ][43]
Lab007 1 14.5 14.5 13 Jlo3] 2.1 [ 41 ][ 20 |[>6][][ 145 13.6 186 J0.5]3.7 ] 13.6] 20 ][3.7]
Lab008 1 14.1 13.4 9 JoajJo7] 6520 |[>6][][ 141 14.2 85 Jlo.6] 42 ] 9.2 ] 20 |[4.6]
Lab010 1 14.8 14.8 3 Jo2f 4] 27 ][ 20 |[>6][][ 148 14.2 52 Jos][35]11.1] 20 |[4.6]
Lab011 1 14.8 15.1 4 Jo3]20] 60 ][ 20 |[>6][][ 148 15.0 64 J03]20] 54 ] 20 |[>6]
Lab012 1 14.8 14.1 4 Jo3] 21 ] 9.0 20 ][>6][][ 148 14.5 50 Jlo4] 2.8 7.5 ] 20 |[>6]
Lab013 1 15.0 14.9 7 Joaj o7 20 20 ][>6]][ 15.0 150 ][ 103 Jo2] 1.3 ] 2.7 | 20 |[>6]
Lab014 1 14.8 14.5 10 Jo3] 21 ] 62 20][>6][][ 148 14.7 46 Jo4] 2.7 6.1 | 20 ][>6]
Lab015 1 14.8 13.8 9 Jo3J22]1r1][ 20 |[>6][][ 1438 14.6 94 Jo.8] 5.5 12.3] 20 ][3.4]
Lab016 1 14.8 15.0 2 - - - 2o ][ - 148 14.9 28 Jo.rf 07 2.0 20 |[>6]
Lab029 1 14.8 14.9 4 Jo2] 13 ] 34 ][ 20 |[>6][][ 148 14.9 65 J04]2.7] 6.0 ] 20 ][>6]
Total - - 14.4 o8 Joef42] - [ - I -1 - 145 |[ 1283 Jog][ss] - [ - [ -]

S (Bias)% = { [ | EaHP45(E (Mean) - EIF{E (Target) | ]/ EIE{E (Target) } x 100%

Hg3A7E (TE, Total Error)% = 3272 (Bias)% + 2 x HETEE{Z% (CV)

o (Sigma) = (TEa% - 7% (Bias)%) / RETEEAE (CV)

H%kst : [2015 v|[09 V]| Change FEHR (CUM) : [ [2014 v][05 v][01 v] % [2015 V][09 V| [30 V|| Change

[TOP]
| Control D HéfsT B Rtfint 2 EhicE |

| I | Control D (Lot No.: AD0326D) |

| I | Month (2015/09) I CUM (2014/05/01~2015/09/30) |
UnitlD & Reagent Kit Target Mean n for SD CV || TE || TEa T_ Target Mean n for SD CV | TE || TEa T

- (Code) £ | (U/gHb) || (U/gHb) || Mean ) || %) || (%) (U/gHb) || (U/gHb) || Mean ) || (%) || (%)

Lab001 1 4.6 - 0 - - 20 -0 4s 5.0 1 - - 20 ][]
Lab003 1 5.0 4.9 23 Jlo2] 4.1 ][ 102][ 20 J[44][][ 5.0 4.9 402 J03] 6.1 J[14.2] 20 |[3.0]
Lab004 1 5.0 4.9 5 Jo2] 41 ] 10.2][ 20 J[44][][ 5.0 49 56 Jo2] 4.1 ] 102] 20 |[4.4]
Lab006 1 5.0 44 5 Jo2]4s]2r1][ 20 J[18][][ 5.0 49 51 Joa]82]183] 20 |[2.2]
Lab007 1 4.9 4.8 13 Jlo2] 42 104][ 20 J[43][][ 49 44 186 J[0.2] 4.5 193] 20 ][22]
Lab008 1 4.7 45 9 Joaf22] 87 ][ 20 |[>6][][ 47 45 85 Jo3]67]17.6] 20 |[2.3]
Lab010 1 5.0 5.0 3 Joaf2.0] 40 ][ 20 |[>6][][ 5.0 48 52 Jo3]63]16.5] 20 |[2:5]
Lab011 1 5.0 5.2 4 Joa]ro] 78] 20 |[>6][][ 5.0 5.1 64 J03]59]13.8] 20 |[3.1]
Lab012 1 5.0 4.6 4 Jo3] 65 21.0][ 20 J[18][][ 5.0 438 50 Jo3]63]16.5] 20 |[2.5]
Lab013 1 47 4.6 7 Joa]22] 65 ][ 20 |[>6][][ 47 47 103 Jl02] 43 ] 85 ] 20 ][4.7]
Lab014 1 5.0 47 10 Joa] 2.1 103][ 20 |[>6][][ 5.0 47 46 Jlo2] 43 ] 145] 20 ][3.3]
Lab015 1 5.0 4.6 9 Jlo2] 43 ] 16.7][ 20 J[28][][ 5.0 5.0 94 03] 6.0 ][ 12.0] 20 ][3.3]
Lab016 1 5.0 49 > - - - 20 -0 50 49 28 Jl0.2] 4.1 ][ 102] 20 ][44]
Lab029 1 5.0 5.0 4 Joa]2.0] 40 ][ 20 |[>6][][ 5.0 438 65 Jl02] 42 ][123] 20 |[3.8]

| Total | - [ - 0 48 ][ o8 Joafaa] - J[ - J[-JOC - [ 48 J[1283 Jo3[63] - [ - ][ -]

7 (Bias)% = { [ | EaHP45(E (Mean) - EIF{E (Target) | ]/ EIE{E (Target) } x 100%

HgEA7Z (TE, Total Error)% = 3772 (Bias)% + 2 x RETEE{ZE (CV)

o (Sigma) = (TEa% - 7= (Bias)%) / Rt RAE (CV)

Azt [2015 v][09 V]| Change ZEHHAR (CUM) : H [2014 v][05 V][0T V] Z [2015 v][09 V|[30 V]| Change

[TOP]

Reagent Kit Reagent Code

Trinity 1
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