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G6PD & Bt &R

EETEER K SDI i

#5845 LotNo : ADO0326N (2014-04-01 ~ 2100-12-31) Change
FENE
| MRBAS(r:Lab0l5 |
] \ Control N \ Control D
] QC Control Lot No. \ AD0326N | AD0326D
- Month CUM Month CUM
MR (2015/12) | (2015/10/13~2015/12/31) | (2015/12) | (2015/10/13~2015/12/31)
| ZEHEERT (N) 10| 26 10| 26
| EEFSE (Mean) UlgHb | 13.8 | 13.9 |48 | 4.8
! Z % (SD) 03 | 0.3 02 | 02
| FEtEHAE (CV) % 22| 2.2 42 | 4.2
| EfE{E (Target) UgHb | 14.8 | 14.8 | 50 | 5.0
] 4872 (TE) % B 10.4 | 123 | 12.3
| AmEREERGE (TEa)% [ 20 | 20 20 | 20
] o > | >6 | 38 | 3.8
72 (Bias)% = { [ | Z5+F49(H (Mean) - HELE (Target)| ]/ Hf5{H (Target) } x 100%
47z (TE, Total Error)% = 57 (Bias)% + 2 x BETEF 48 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / RatEHR{HE (CV)
H4Et : 2015 12 change ;  ZEFHARG (CUM) : H 2015 10 13 ZF 2015 12 31 Change
[TOP]
Control N SDI 534 [
Lot No.: ADO326N ; #EaHAfE : 2015-10-13 Z 2015-12-31 ; Ef8i{f (Target) : 14.8 ; S {434 (SD) : 0.90 I : Lab015
Lab015
+3 5.0,
+2 5.0,
+1 5.0,
Target
—13.!1...-,.oe..e...'......e. —
L ]
-2 5.0,
=3 5.0,
Date 10-13 10-14 10-16 10-19 10-23 10-26 10-30 11-03 11-06 11-11 11-13 11-17 11-20 11-24 11-25 11-28 12-01 12-04 12-07 12-11 12-15 12-21 12-22 12-25 12-29 12-31

A4t : 2015 12 Change ; ZEEHHIRT (CUM): [ 2015 10 13 % 2015 12 31

Change

[TOP]

Control D SDI 73R [E]

Lot No.: AD0326D ; Bl : 2015-10-13 % 2015-12-31 ; F{%{& (Target) : 5.0 ; 2% {m3%:3% (SD) : 0.30

BEr : Lab015

Lab015
+3 5.0,

+2 5.0,

+1 5.0,

Target e

-1 5.0,

o
]
L)
o
o
1]

=2 5.0,

=3 5.D.

Date

10-13 10-14 10-16 10-19 10-23 10-26 10-30 11-03 11-06 11-11 11-13 11-17 11-20 11-24 11-25 11-28 12-01 12-04 12-07 12-11 12-15 12-21 12-22 12-25 12-29 12-31

At -

2015 12

Change

ZEHHARE (CUM) © H 2015 10 13 &£ 2015 12 31

Change

[TOP]



Lab015
+3 5.0,

+2 5.0,
+1 5.0,
Target

-1 5.0,

Control N 7z Control D SDI

PN

Lot No.: AD0326N ; xERHART © 2015-10-13 % 2015-12-31 ; HAS{H (Target) : 14.8 ; 23 fm#Es= (SD): 0.90 (o)
Lot No.: AD0326D ; #EaffRT : 2015-10-13  2015-12-31 ; FE{H (Target) : 5.0 ; &3 (SD): 0.30 (o) i - Lab015
. _ e - S § o = 8, “
] ) E 1"} ] bl = - hd E ] * v - g

-2 5.0,
=3 5.0,

Date

10-13 10-14 10-16 10-19 10-23 10-26 10-30 11-03 11-06 11-11 11-13 11-17 11-20 11-24 11-25 11-28 12-01 12-04 12-07 12-11 12-15 12-21 12-22 12-25 12-29 12-31

At

2015 12

Change

FETHART (CUM) - 5 2015 10 13 % 2015 12 31

Change

[TOP]




=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 |
izt Ay : [2015 v|[12 V|| Change |
| I | 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 = coqey + || (U/gHD) || (UrgHb) || Mean SPU @ | o) || @) | ||| (uretv) || (igkb) || Mean | SP][6) | @) || ) | ©
Lab003 1 14.8 14.7 21 [o0.4][27] 6.1] 20 |>6 5.0 4.9 21 Jo2][4.1]102] 20 |44
Lab004 1 15.0 15.1 5 Jo.1][o.7] 2.0 ][ 20 |[>6 5.0 5.0 5 Jo.a][2.0] 4.0][ 20 |>6
[ Lab0os | 1 [ 148 ][ 150 [ 5 Joa]fo7z] 2720 ]>6]][ 50 ][ 48 [ 5 Joa][2.1] 82][ 20 ]>6]
| Lab007 | 1 I 138 ][ 138 ]| 11 Jo4[29] 58] 20 |>6]][ 45 | 45 | 11 Joa][22] 44] 20 |>6]
| Lab00g | 1 [ 150 ][ 152 ] 9 Jo2][13] 4020 |>6]][ 50 ] 50 | 9 Jo.a][2.0] 40] 20 ]>6]
[ Laboio | 1 [ 148 ][ 148 ]| 4 Jo3][20] 41] 20 |>6]][ 50 ] 48 | 4 Joa][2a] 82] 20 ]>6]
[ Laboll | 1 [ 148 ][ 149 ]| 4 Jo3][20]47][ 20 |>6]][ 50 ] 52 | 4 Joa]19] 78] 20 |[>6]
[ Laboi2 | 1 [ 148 ][ 138 ]| 5 Jo2|[t4]97]20 |>6]][ 50 | 46 | 5 Jo4]87]254] 20 ]1.4]
[ Lab0i13 | 1 [ 150 ][ 150 ] 8 Jo2][13]27][20 |>6]][ 47 ] 46 | 8 Jo.a][22]65] 20 ]>6]
[ Lab0l4 | 1 [ 148 ][ 148 ][ 10 Jo4][27] 54 ][ 20 |>6]][ 50 ] 48 | 10 Jo.2][42]12.3]] 20 ][3.8]
| Labols | 1 [ 148 ][ 138 ]| 10 Jo3][22]1r1][ 20 |>6]][ 50 ] 48 || 1o Jo.2][42]12.3] 20 |3.8]
| Labol6 | 1 I 148 ][ 150 ] 3 Joajlo7] 2720 |>6]][ 50 ] 50 | 3 [Jo.a][2.0] 40][ 20 ]>6]
Lab029 1 14.8 14.7 5 Jo3][2.0] 48[ 20 |[>6 5.0 4.8 5 Joa][2.1] 82][ 20 |>6
Total - - 14.6 100 0641 - | - |- - 4.8 100 [02]42] - | - | -

872 (Bias)% = { [ | BEFFH{E (Mean) - HERH (Target) | ]/ B (Target) } x 100%
#3772 (TE, Total Error)% = 37 (Bias)% + 2 x REFEERE (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / REtERHEL (CV)

[TOP]
 RharE |
FEHHAR © 5 [2014 v|[05 v][01 v| £ [2015 v|[12 v|[31 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) * (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
|_Labooi | ! [ 1a2 J[ a8 01 -0 - J2o)f- 0 46 J[ 50 1 J[-J - - J20] -]
Lab003 1 14.8 14.7 462 ||0.8] 5.4 [ 11.6| 20 [[3.6]|] 5.0 4.9 462 (|03 6.1 14.2 20 (3.0
Lab004 1 15.0 15.0 69 (03201 4.0 || 20 z : 5.0 4.9 69 (0.2 4.1]/10.2 20 |4.4
Lab006 1 14.8 14.8 64 0.7\ 4.7 9.5 | 20 E : 5.0 4.9 64 (|04 82183 20 |2.2
Lab007 1 13.8 13.7 223 |[0.6][ 4.4 | 9.5 | 20 E : 4.5 4.5 223 ||0.2|4.4]| 89 || 20 ||4.5
Lab008 1 15.0 14.4 110 |(0.71 4.9 || 13.7] 20 Z : 5.0 4.6 110 {0.3] 6.5(/21.0] 20 | 1.8
Lab010 1 14.8 14.3 63 (0.5 3.5]104| 20 E : 5.0 4.8 63 (|03 6.3][16.5( 20 |[2.5
Lab011 1 14.8 15.0 77 ][0.3][ 2.0 5.4 | 20 E: 5.0 5.1 77 (|03 5.9][13.8| 20 |[3.1
Lab012 1 14.8 14.4 66 (04281 83| 20 z : 5.0 4.7 66 (|03 6.4]/18.8( 20 |2.2
Lab013 1 15.0 15.0 128 |(0.2) 1.3 | 2.7 || 20 z : 4.7 4.7 128 {0.2] 4.3 || 8.5 | 20 ||4.7
Lab014 1 14.8 14.7 73 ][04 2.7 | 6.1 | 20 z : 5.0 4.7 73 ||0.2(4.3][14.5| 20 |[3.3
Lab015 1 14.8 14.5 122 |(0.8| 5.5 || 13.1] 20 Z: 5.0 4.9 122 (03] 6.1 ([ 14.2] 20 ||3.0
Lab016 1 14.8 14.9 35 |{0.1][0.7 | 2.0 || 20 z : 5.0 4.9 35 ||0.24.1][10.2 20 4.4
Lab029 1 14.8 14.9 78 |[0.4] 2.7 || 6.0 || 20 z : 5.0 4.9 78 [|0.2 4.1][10.2 20 4.4
Total - - 145 57 JorJas] - - -0 - 48 |57 ]o3]e3][ - | - ] -
IR7E (Bias)% = { [ | REHFII{E (Mean) - HAHME (Target) | 1/ HEEE (Target) } x 100%
#4557 (TE, Total Error)% = 55472 (Bias)% + 2 x ZREHEFAE (CV)
o (Sigma) = (TEa% - ##7% (Bias)%) / Rt R AE (CV)
[TOP]

Reagent Kit Reagent Code
Trinity 1




ZreEREAL GOPD EEMby WEMERETER (ERT)

#581E LotNo : [AD0326N (2014-04-01 ~2100-12-31) | Change |

#BEFE Reagent Kit © |1 - Trinity vl Change

| Control N B&s B Zat4iat 2 [hisE |
Control N (Lot No.: AD0326N)
Month (2015/12) 1 CUM (2014/05/01~2015/12/31)
UnitiD £ Reagent Kit Target Mean n for D CV || TE | TEa - Target Mean n for D CV || TE | TEa -
B (Code) * (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab001 1 14.2 - 0 -0 2o -0 142 14.8 1 - - - 20 -]
Lab003 1 14.8 14.7 21 Jo4][27][ 61 | 20 >6][J| 148 14.7 462 J[0.8] 5.4 ][ 116 ] 20 |[3.6]
Lab004 1 15.0 15.1 5 Jloa][o7] 2.0 | 20 [>6][][ 15.0 15.0 69 Jl0.3]2.0][ 4.0 | 20 ][>6]
Lab006 1 148 15.0 5 Jloa][o7 ] 27 | 20 |>6][J| 148 148 64 Jl0.7][47][ 9.5 | 20 ][43]
Lab007 1 13.8 13.8 11 Jo4][29] 5.8 ] 20 [[>6]] 138 137 223 J[0.6] 44][ 95 | 20 |[44]
Lab008 1 15.0 15.2 9 Joz2][13][ 4.0 ] 20 |>6][][ 15.0 14.4 110 J0.7] 4.9 ][13.7] 20 ][3.3]
Lab010 1 148 14.8 4 Jo3][20][ 41 ] 20 [>6][J| 148 14.3 63 Jlo.5]3.5][10.4] 20 ][47]
LabO011 1 14.8 14.9 4 Jo3][20][47 ] 20 [>6][J| 148 15.0 77_Jl03]2.0][ 5.4 | 20 ][>6]
Lab012 1 14.8 13.8 5 Jlo2][14a] 9.7 | 20 |[>6][J| 148 144 66 J0.4]2.8][ 8.3 | 20 |[>6]
Lab013 1 15.0 15.0 8 Jlo2][13] 2.7 | 20 [>6][][ 15.0 15.0 128 Jlo2] 1.3][ 2.7 | 20 |[>6]
Lab014 1 14.8 14.8 10 J04][27][ 54 ] 20 [[>6][]| 148 14.7 73 Jloa]27] 61 | 20 |[>6]
Lab015 1 14.8 13.8 10 Jo3][22][1r1] 20 [>6][][ 148 14.5 122 Jo.8]5.5][13.1] 20 |[3.3]
Lab016 1 14.8 15.0 3 Joajlo7][ 27 ] 20 [>6][][ 148 14.9 35 Jlo.Jo7][ 2.0 | 20 |[>6]
Lab029 1 14.8 14.7 5 Jo3][2.0][ 48 ] 20 |[>6][J[ 148 14.9 78 Jl0.4]2.7][ 6.0 | 20 ][>6]
Total - - 146 | 100 Josl[4r] - | - [ - - 145 | 1571 Jo7]as] - | - ][ -]
72 (Bias)% = { [ | ZEHFH4{E (Mean) - FHE{H (Target) | 1/ HHE{E (Target) } x 100%
4572 (TE, Total Error)% = #2375 (Bias)% + 2 x EEFE (A% (CV)
o (Sigma) = (TEa% - 57 (Bias)%) / BETHEIAHE (CV)
H&rst © [2015 v|[12 v|| Change Z U (CUM) : H [2014 v][05 v]|[01 V] & [2015 v|[12 V][31 V|| Change
[TOP]
| Control D B4ts 8 Zatdiat 2 LhisE |
Control D (Lot No.: AD0326D)
Month (2015/12) 1 CUM (2014/05/01~2015/12/31)
UnitiD & Reagent Kit Target Mean n for SD CV | TE || TEa Target Mean n for SD CV | TE || TEa s
= (Code) * (U/gHb) || (U/gHb) || Mean %) || %) || (%) (U/gHb) || (U/gHb) || Mean ©%) | %) | (%)
Lab001 1 46 g o |- - - 20 |- 4 5.0 U - - - 2o -]
Lab003 1 5.0 49 21 Jlo2] 4.1 ][ 102][ 20 J[44][][ 5.0 4.9 462 J03] 6.1 [[ 142 20 |[3.0]
Lab004 1 5.0 5.0 5 Joaf20] 40 ][ 20 |[>6][][ 5.0 4.9 69 Jo2] 4.1 ]102] 20 |[4.4]
Lab006 1 5.0 4.8 5 Joaf2a] 82 ][ 20 |[>6][][ 5.0 4.9 64 Jo4a]82]183] 20 |[2.2]
Lab007 1 45 4.5 11 Joa]22] 44 ][ 20 |[>6][][ 45 45 223 Jo2] 44 89 | 20 |[4.5]
Lab008 1 5.0 5.0 9 Jlor2.0] 40 ][ 20 |[>6][][ 5.0 4.6 110 Jl03] 6.5 [21.0] 20 |[1.8]
Lab010 1 5.0 4.8 4 Joa]2a] 82 ][ 20 |[>6][][ 5.0 4.8 63 Jo3]e3]16.5] 20 |[2.5]
Lab011 1 5.0 52 4 Joa]ro] 78] 20 |[>6][][ 5.0 5.1 77 Jo3] 59 ] 13.8] 20 |[3.1]
Lab012 1 5.0 4.6 5 Joa]87]254] 20 |[r4][][ 5.0 47 66 J03] 64 18.8] 20 |[2.2]
Lab013 1 4.7 4.6 8 Joaf22] 65 20 |[>6][][ 47 47 128 J02] 43 ] 85 ] 20 |[4.7]
Lab014 1 5.0 438 10 Jlo2] 42 12.3][ 20 |[3.8][][ 5.0 47 73 Jo2] 43 14.5] 20 |[3.3]
Lab015 1 5.0 438 10 Jlo2] 42 12.3][ 20 |[3.8][][ 5.0 49 122 03] 6.1 [ 14.2] 20 |[3.0]
Lab016 1 5.0 5.0 3 Joaf2.0] 40 [ 20 |[>6][][ 5.0 49 35 Jlo2] 4.1 J[102] 20 |[4.4]
Lab029 1 5.0 438 5 Joaf2a] 82 ][ 20 |[>6][][ 5.0 49 78 J02] 4.1 [[102] 20 |[4.4]
Total - - 438 100 Jo2f42] - [ - - - 438 1571 Jo3] 63 - [ - ][ -]
5% (Bias)% = { [ | BFHVH4E (Mean) - B E(E (Target) | ]/ B RE(H (Target) } x 100%
4HER7E (TE, Total Error)% = #2375 (Bias)% + 2 x BEEFE (A% (CV)
o (Sigma) = (TEa% - §%7= (Bias)%) / B5HEEAHE (CV)
EETIE FEH (CUM) ¢ 15 [2014 ][0 V] [01 V] [2015 v][12 V][37 V][ Change |
[TOP]

Reagent Kit

Reagent Code

Trinity

1
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