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G6PD
(Lot No.:AE0909N) (Lot No.:AE0909D)
SAcH 9 9

2w 3 (n) 77 7
® =% (Median) 14.4 (U/gHb) 5.7 (U/gHb)
T 2@ (Mean) 14.4 (U/gHb) 5.8 (U/gHb)

%% (SD) 0.6 0.4
%3 %k (CV) 4.2% 6.9%

G6PD t& &% & 4 [l 13.1 ~ 15.8 (U/gHb) 5.2 ~ 6.9 (U/gHb)

Hb & % (& 4 [l 1.9 ~2.2 (g/dL) 2.0~2.4(g/dL)
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G6PD i & ffim N El dn B At 45 R K SDI sx ffii

35E4Z LotNo ' AE0909N (2016-01-01 ~ 2100-12-31)  Change
SIENE%
. RBRFLL: Lab012 |
| \ Control N | Control D
| QC Control Lot No. \ AE0909N | AE0909D
BRI Month CuM Month CuM
IR (2017/11) | (2017/08/04~2017/11/30) | (2017/11) | (2017/08/04~2017/11/30)
! B (N) | 5 | 26 [ 5 ] 26
| ZEEP9(E (Mean)UigHb | 142 | 143 | 60 | 6.0
] ZEHEAEE (SD) 05 | 0.4 |01 | 0.2
| ZEFEEGE (CV) % . 35 | 2.8 A 3.3
| EEfE (Target)UigHb | 144 | 14.4 | 58 | 5.8
| 4% (TE) % . 84 | 6.3 | 68 | 10.1
| WEIFEmzE(TEa)% | 20 | 20 | 20 | 20
] o 53 | >6 B 5.0
872 (Bias)% = { [ | REFFH5(E (Mean) - HiZ{E (Target)| ]/ HAZ{H (Target) } x 100%
4azRs= (TE, Total Error)% = 227 (Bias)% + 2 x B8 {48 (CV)
o (Sigma) = (TEa% - @i (Bias)%) / Rit# % AE (CV)
B#tzt© 2017 11 Change ; ZEEiHAR (CUM): [ 2017 08 04 Z&F 2017 11 30 Change
[TOP]
Control N SDI 53ffil# |
Lot No.: AEO9O9N ; B[] : 2017-08-04 % 2017-11-30 ; FfE{H (Target) : 14.4 ; 2 {7#3% (SD) : 0.40 Hifir : Lab012
Lab012
+3 5.0,
+2 5.0, .
L
+1 5.0, * *
. g O
Target [ ]
-1 5.0 ® ¢ ¢ L) L) * ° L) ® « °* >
.0. . s . . . .
-2 5,0, > L] -
-3 5.D.
Date 08-04 08-08 08-12 08-21 08-25 09-01 09-05 09-12 09-15 09-20 09-25 09-29 10-03 10-06 10-09 10-11 10-16 10-17 10-23 10-26 10-31 11-07 11-14 11-19 11-23 11-28
B4iEt ¢ 2017 11 change ; ZEHHARI (CUM): B 2017 08 04 £ 2017 11 30 Change
(TOP]

Lot No.: AE0909D ; fE&HAR : 2017-08-04 £ 2017-11-30 ; HiZ(H (Target) : 5.8 ; & % 1Z#7= (SD) : 0.10
Lab012 - - - -

+3 5.0,
+2 5.0,
+1 5.0,
Target
-1 5.0,
-2 5.D.

-3 5.0,

Date

Control D SDI 73 1fi[E]

EEfir : Lab012

[u]
[u]
]
[u]
L]

[u]
]
[u]

i1]

08-04 08-08 08-12 08-21 08-25 09-01 09-05 09-12 09-15 09-20 09-25 09-29 10-03 10-06 10-09 10-11 10-16 10-17 10-23 10-26 10-31 11-07 11-14 11-19 11-23 11-28

B#tst © 2017 11 change ; EEHHAR (CUM): B 2017 08 04 & 2017 11 30 Change

[TOP]



Control N 5z Control D SDI
paxiifli=|

Lot No.: AEO9OIN ; #E&HAR] : 2017-08-04 £ 2017-11-30 ; HiZ(H (Target) : 14.4 ; 4 {Z#= (SD): 0.40 (o)

Lot No.: AE0909D ; HEHif : 2017-08-04 % 2017-11-30 ; EfE{H (Target) : 5.8 ; £#fm:#:5% (SD): 0.10 (o) {7 : Lab012
Lab012 = = = = =
+3 5.0, = =3 = =
+2 5.0, & & & =) 85—
L]
+1 5.0, * =) =) 1=} 8 =} *
. [ ] [ ]
Target ry = . [ *
-1 5.0, . * 8 : = e 4 5 e .
. < < * 8 .
-2 5,D. = . L .
=3 5.0,
Date 08-04 08-08 08-12 08-21 08-25 09-01 09-05 09-12 09-15 09-20 09-25 09-29 10-03 10-06 10-09 10-11 10-16 10-17 10-23 10-26 10-31 11-07 11-14 11-19 11-23 11-28
H&fizt © 2017 11 Change ; ZEFHARH (CUM): 5 2017 08 04 % 2017 11 30 Change

[TOP]




ZiREREA GOPD ERRER NEmEMETER (BFR—)

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

3 Reagent Kit |1 - Trinity v| Change |

EERES

GgiEt A -

| | I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
. " Reagent Kit || Target || Mean | nfor CV| TE || TEa Target | Mean || n for [ |lcv| TE | TEa|[ |
UnitlD = codey £ || (U/gHb) || (U/gHb) | Mean SPl@al @l @) © | (rerb) | (Uratb) || Mean || 5P| ©0) | %) [ 26)|| ©
Lab003 1 14.4 143 | 25 J[03]2.1]49][20 |[>6][] 5.8 57 ][ 25 Jo2][3.5]8.7 ] 20][52]
Lab004 1 148 | 144 | 5 Jo3]21]e9] 20 ]>6]] 57 5.6 0.1][1.8] 5.3 | 20 |[>6]
[ Lab006 | 1 [ 144 | 139 | 5 Jlo4]2.9]92]20]57]] 58 | 56 | [0.2][3.6 [ 10.6] 20 |[4.6]
Lab007 1 143 142 | 14 Jos]35]7.7][ 20 ][5.5]] 5.6 56 [ 14 J02]3.6] 7.1 ] 20 [5.6]
Lab010 1 15.3 158 | 3 J[o.o]o.0]33][20|[>6]] 63 6.8 3 J[0.1][1.5]10.9] 20 |[>6]
LabO11 1 14.4 134 | 4 Jo2]15]99][20|[>6][] 58 5.7 4 J[o.1][1.8] 5.2 ] 20 |[>6]
Lab012 1 144 |[ 142 [ 5 Jo5]3.5]84] 20][53]] 5.8 6.0 5 Joa][1.7] 6.8 ] 20 |[>6]
Lab014 1 14.4 14.8 8 J[o.a]2.7]82][ 20 |[>6][] 5.8 5.8 8 ][0.3][5.2][103] 20 |[3.8]
Lab044 1 14.4 15.2 8 [[03]20]95][20]>6[] 5.8 6.3 8 [0.4][6-3]21.3] 20 ][1.8]
Total - 144 | 77 Jo.6]42] - - 58 |77 Jloafleso] - | - -]

B (Bias)% = { [ | REFI9E (Mean) - EFE{H (Target) | 1/ EAE{E (Target) } x 100%
4EE2 (TE, Total Error)% = §222 (Bias)% + 2 x BEHEBE(AE (CV)

o (Sigma) = (TEa% - 5R7= (Bias)%) / B BEAR (CV)

[TOP]

Hitdet®

BEHEAR] ¢ B [2016 v][02 v|[01 V| Z [2017 V|[11 V| [30 V]| Change

Control N (Lot No.: AE0909N) : Control D (Lot No.: AE0909D)

. s Reagent Kit || Target | Mean | n for CV|| TE ||TEa Target | Mean || n for CV|| TE | TEa
UnitlD = 11 (0ode) £ || (U/gHD) || (U/gHD) | Mean Pl ol @) | o) | © ||| (Uretb) || Urgtb) || Mean | 5P| @)l @) [ @) || ©
Lab003 1 144 | 144 | 244 J04]28][5.6 ][ 20 [>6][][ 5.8 58 || 244 J02]3.4][6.9 | 20 |[5.9]
Lab004 1 148 | 145 | 6 Jo3][2.1][62][20 [>6][][ 5.7 5.7 6 Jo2]3.5][7.0] 20 [5.7]
Lab006 1 144 | 137 | 45 Jo.4][2.9][10.7][ 20 [5.2][][ 5.8 56 ][ 45 Jo.2]3.6][10.6] 20 ][4.6]
| Lab007 || 1 | 143 139 ] 285 J[0.9][6.5][15.7][ 20 Jl2.6][J[ 5.6 | 5.4 ][ 285 Jo.4]7.4][18.4] 20][2.2]
Lab009 1 144 | 146 [ 71 J[o.8][5.5][12.3][20 34][][ 5.8 59 ][ 71 Jo.4]6.8][15.3] 20 ][2.7]
Lab010 1 153 | 156 [ 16 J[0.5][3:2][8.4][ 20 [5.6][][ 63 6.5 |[ 16 Jo.3]4.6][12.4] 20 [3.7]
Lab0l11 1 144 | 137 | 48 Jo3][2.2][9.2][20 [>6][][ 5.8 57 ][ 48 Jo2]3.5][8.7] 20][5.2]
Lab012 1 144 | 143 | 88 Jo.4][2.8][63][20 [>6][][ 58 59 ][ 88 Jo.2]3.4][8.5] 20 ][54
Lab013 1 145 [ 138 [ 40 Jjo.3][2.2][9:2][ 20 [>6][][ 5.7 57 |40 Jo.1] 1.8][3.5 ] 20 |[>6]
Lab014 1 144 | 145 | 78 Jo.s][3.4][7.6 ][ 20 [5.7][][ 5.8 5.6 ][ 78 Jo-2]3.6][10.6] 20 ][4.6]
Lab016 1 150 | 147 [ 23 Jo.9][e.1][14.2][ 20 [3.0][][ 5.3 53 ][ 23 Jo.3]5.7][11.3] 20][3.5]
| Lab029 || 1 [ 144 ] 143 ] 20 Jo.1]fo.7][2.1][20 J>6][J[ 5.8 | 5.6 ][ 20 Jo.1] 1.8][7.0 ] 20 |[>6]
Lab030 1 144 | 143 | 3 Jo.s][3.5][7.7][20 [5.5][][ 5.8 5.4 3 Jo.3]5.6][18.0] 20 ][2.3]
Lab044 1 144 | 152 | 49 |[ro][e.6][18.7][ 20 [22][][ 5.8 63 | 49 Jo.5]7.9][24.5] 20 |[1.4
[ Toal [ - [ - T 142 JroteJos|fsel[ - J[- T-J0C - 57 Jrot6foaf7o]f - [ - J[-]

2 (Bias)% = { [ | BEFEA9{E (Mean) - BEHE (Target) | 1/ EAEE (Target) } x 100%
4B=R=E (TE, Total Error)% = gRZ=E (Bias)% + 2 x BETEEE(AE (CV)
o (Sigma) = (TEa% - §&7% (Bias)%) / Rt EAE (CV)
[TOP]

| Reagent Kit [Reagent Code|
|Trinity || 1 |




=iebr B GOPD & EfRER N EQatER (JR2)

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

¥EE Reagent Kit  [1 - Trinity vI Change

SR
| Control N Hé&Rs T L BG4t 2 EEERER |

| | | Control N (Lot No.: AE0909N) |

| | | Month (2017/11) L]l CUM (2016/02/01~2017/11/30) |
UnitiD £ Reagent Kit Target Mean n for D CV || TE | TEa T Target Mean n for D CV | TE || TEa T

“ | (Code)t | (UrgHb) | (U/gHb) || Mean ) || %) || (%) (U/gHb) || (U/gHb) || Mean ) || %) | (%)

Lab003 1 14.4 14.3 25 03] 21][49 ] 20 |[>6 ][] 144 144 |[ 244 J[04][28] 5.6 | 20 |[>6]
Lab004 1 14.8 14.4 5 Jo3]2.1][e9] 20 |[>6][] 1438 14.5 6 Jlo3][2.1] 62 ] 20 |>6]
Lab006 1 14.4 13.9 5 Jloa]29][92] 20 |[5.7][] 144 13.7 45 Jl0.4][2.9 ] 10.7] 20 |[5.2]
Lab007 1 14.3 14.2 14 Jo.5]35][7.7 ] 20 |[s5][] 143 13.9 ][ 285 Jo.9][6.5 [ 15.7 ] 20 |[2.6]
Lab009 1 14.4 - o |- - - 20 -l 144 14.6 71 Jlo.8][5.5 [[12.3 ] 20 |[3.4]
Lab010 1 15.3 15.8 3 JlooJ00][3.3] 20 |[>6][] 153 15.6 16 Jo.5][32] 8.4 ] 20 ][5.6]
Lab011 1 14.4 13.4 4 Jo2] 5[99 20 |[>6][] 144 13.7 48 Jlo3][22] 9.2 ] 20 |[>6]
Lab012 1 14.4 14.2 5 Jos]35][84 ] 20 |[53][] 144 14.3 88 Jl0.4][2.8] 6.3 ] 20 |[>6]
Lab013 1 14.5 - o - -0 T 20 -] 145 13.8 40 Jlo3][22] 9.2 ] 20 |[>6]
Lab014 1 14.4 14.8 8 Jloaf27][82] 20][>6][] 144 14.5 78 Jl0.5][3.4 ] 7.6 | 20 |[5.7]
Lab016 1 15.0 - o - - - T 20] -l 150 14.7 23 Jlo9][e.1 142 ] 20 |[3.0]
Lab029 1 14.4 - o - -0 2o ][ - [ 144 14.3 20 Jloa][07] 2.1 | 20 ][>6]
Lab030 1 14.4 - o - - -T20] -l 144 14.3 3 Jlos][35] 7.7 [ 20 |[55]
Lab044 1 14.4 15.2 8 Jo3][20][9.5] 20][>6][] 144 15.2 49 J[10][6.6 [[18.7] 20 |22]
Total - - 14.4 77 Jos][42][ - | - [ -] - 142 |[ 1016 Jo8][56 ] - [ - ][ -]

B2 (Bias)% = { [ | REFHSME (Mean) - EE{E (Target) | 1/ EIFRMH (Target) } x 100%

YEZR7E (TE, Total Error)% = #R%2= (Bias)% + 2 x BEFER(ARE (CV)

o (Sigma) = (TEa% - 2= (Bias)%) / BETERAE (CV)

A&t [2017 V|[11 V]| Change BEHART (CUM) : H [2016 v][02 V][01 V]| & [2017 V]|[11 V][30 V|| Change

[TOP]
| Control D H#istB Ret#ist 2 EhER |

| | | Control D (Lot No.: AE0909D) |

| | | Month (2017/11) Il CUM (2016/02/01~2017/11/30) |
UnitiD £ Reagent Kit Target Mean n for S_D CV || TE || TEa s Target Mean n for D CV | TE | TEa T

“ | (Code) t || (U/gHb) | (U/gHb) | Mean ) || %) || (%) (U/gHb) || (U/gHb) || Mean ) | %) | (%)

Lab003 1 5.8 5.7 25 |[02][3.5] 8.7 ][ 20 |52 5.8 5.8 244 J02]3.4] 6.9 | 20 ][59]
Lab004 1 5.7 5.6 5 Joa][1.8] 53 ][ 20 |>6 5.7 5.7 6 Jo2]35] 7.0 20 57]
Lab006 1 5.8 5.6 5 J[02][3.6 [ 10.6][ 20 J4.6 5.8 5.6 45 Jlo2] 3.6 ] 10.6] 20 ][4.6]
Lab007 1 5.6 5.6 14_][02][3.6] 7.1 ][ 20 |5.6 5.6 5.4 285 Jl0.4] 7.4 18.4] 20 ][22]
Lab009 1 5.8 - o - -1T -2 - 5.8 5.9 71 Jo4a] e8] 153] 20 ][27]
Lab010 1 6.3 6.8 3 Jloa][15]109][ 20 | >6 6.3 6.5 16 J[0.3] 4.6 12.4] 20 |[3.7]
Lab011 1 5.8 57 4 Jloa][18]52] 20 ]>6 5.8 5.7 48 [02]3.5] 87 ] 20 |[52]
Lab012 1 5.8 6.0 5 Jloa][17] 68 ][ 20 [>6 5.8 5.9 88 [0.2][3.4] 85 ] 20 |[54]
Lab013 1 5.7 - o -1 -1 -12T7- 5.7 5.7 40 Jloa]1.8] 3.5 [ 20 |[>6]
Lab014 1 5.8 5.8 8 J[03][5.2]103][ 20 |38 5.8 5.6 78 J02] 3.6 ] 10.6] 20 ][4.6]
Lab016 1 53 - o -1 -1 -12T7- 5.3 5.3 23 [o3]5.7][11.3] 20 ][3.5]
Lab029 1 5.8 - o -1 -1 -12T7- 5.8 5.6 20 [loa]1.8] 7.0 [ 20 |[>6]
Lab030 1 5.8 - o -1 -1 -12T]- 5.8 5.4 3 Jo3]s6]18.0] 20 23]
Lab044 1 5.8 63 8 |lo4][6.3]213][ 20 [[1.8 5.8 6.3 49 Jlo5] 7.9 245] 20 ][14]

| Total | - [ - [ s8 [ 77 Jloajfes] - Q[ - - - J[ 57 [Jftote Joaf7of - [ - I[-]

B2 (Bias)% = { [ | REFHSME (Mean) - EIE{E (Target) | 1/ EIFRMH (Target) } x 100%

4E2R7= (TE, Total Error)% = g7 (Bias)% + 2 x BETHERAE (CV)

o (Sigma) = (TEa% - 2= (Bias)%) / RETERAE (CV)

A&t [2017 v|[11 V]| Change BEHART (CUM) : H [2016 v][02 V][01 V]| & [2017 V|[11 V][30 V|| Change

[TOP]

Reagent Kit

IReagent Code

Trinity

1
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