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Control N Control D
G6PD
(Lot No.:AD0326N) (Lot No.:AD0326D)
4 ¥ 7 7
Bow 3R Fe (n) 39 39
¢ +#c (Median) 14.7 (U/gHb) 4.9 (U/gHb)
T2 (Mean) 14.6 (U/gHb) 4.9 (U/gHb)
%% %1 (SD) 0.6 0.7
22 % (CV) 4.1% 10.2%
G6PD # 5 i@ # ] 13.7 ~ 16.0 (U/gHb) 4.3 ~ 6.2 (U/gHb)
Hb 5% i@ § F] 2.1~2.7 (g/dL) 2.2~ 2.6 (g/dL)
FRE S D2ME v Rt BB Ar
** G6PD Method = Trinity reagent kit, 37°C
......... ﬁﬁg 3] = g T,
Control N “* T = 146 (UeHb) RAME
_____ Z F firef) B4E4E (Target Value)
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n= 5 ° 4 5 7 s 4
........ Bf 5% 64 T34 = 4.9 (U/gHb)
Control D N .
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7.04
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4.9 .5.04 . e BRI IRIPrETD ....::...
4.5 ? E @ E
4.0 —2SD
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n= 5 o 4 s 7 s 4
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G6PD EEiwar il mE st 45R K SDI 23 filE

J8E4% LotNo © ADO326N (2014-04-01 ~ 2100-12-31)  Change
FUENGEZ
| ER¥fr : Lab013 |
| | Control N | Control D
| QC Control Lot No. | AD0326N | AD0326D
BB Month CUuM Month CUM
PRTIIR (2017/03) (2016/12/22~2017/03/31) (2017/03) (2016/12/22~2017/03/31)
| B (N) A 26 7 26
| EE[T9fE (Mean)U/gHb | 150 | 15.0 |47 47
| PafEEse (SD) 02 | 0.2 02 | 0.1
| Z LB (CV) % 13 1.3 |43 2.1
| HEEE (Targe) UigHb | 150 | 15.0 A 47
| 4% (TE) % L27 | 2.7 . 85 | 43
| EFESE (TEa)% | 20| 20 20 | 20
| o EE >6 | 47 | >6
7% (Bias)% = { [ | Z5T-F4(H (Mean) - HH%{H (Target)| ]/ HE(E (Target) } x 100%
4E=ns= (TE, Total Error)% = 317 (Bias)% + 2 x 24 E {48 (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / Hit# RAAE] (CV)
H&st © 2017 03 Change ; EETHHAR (CUM): [ 2016 12 22 % 2017 03 31 Change
TOP
Control N SDI 77ffifE |
Lot No.: AD0O326N ; f#ERHART © 2016-12-22 & 2017-03-31 ; H{E{H (Target) : 15.0 ; &% {452 (SD) : 0.30 Bz : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0, . . . .
Target . . o o . . . . "
. o - ) . ) N N -
-1 5.0, . * . PR .
-2 5.D.
-3 5.0,
Date 12-22 12-26 12-29 01-03 01-05 01-09 01-12 01-16 01-23 01-26 01-31 02-02 02-06 02-09 02-13 02-16 02-20 02-23 02-27 03-02 03-06 03-09 03-13 03-16 03-20 03-27
H%gst @ 2017 03 Change ; ZEHHARY (CUM): 5 2016 12 22 % 2017 03 31 Change
TOP
Control D SDI 4/ [&|
Lot No.: AD0326D ; falgifif] © 2016-12-22 Z 2017-03-31 ; Ff2{H (Target) : 4.7 ; 248432 (SD) : 0.30 Bifir : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0, S S o S S S a
Target 5 = = = o] 5 =) = =2 ] ] =3 & ]
-1 5.0, (=] B (5} g
-2 5.D.
=3 5.0,
Date 12-22 12-26 12-29 01-03 01-05 01-09 01-12 01-16 01-23 01-26 01-31 02-02 02-06 02-09 02-13 02-16 02-20 02-23 02-27 03-02 03-06 03-09 03-13 03-16 03-20 03-27

R&et

2017 03 Change

)

ZEHAR (CUM) : § 2016 12 22 Z& 2017 03 31

Change

TOP



Control N 5 Control D SDI
G

Lot No.: ADO326N ; f#g it © 2016-12-22 % 2017-03-31 ; HiZ{# (Target) : 15.0 ; &84 (SD): 0.30 (o)

Lot No.: AD0326D ; il © 2016-12-22 % 2017-03-31 ; HE{H (Target) : 4.7 ; %5 (SD): 0.30 (o) Hifir : Lab013

Lab013
+3 5.0,

+2 5.0,

+1 5.0,
1 S.0 a . Y e O

Oe

oe

.
e

o
e

e
i

Target

L]
-1 5,0, * =) * * *

=2 5.0,

=3 5.0,

Date 12-22 12-26 12-29 01-03 01-05 01-09 01-12 01-16 01-23 01-26 01-31 02-02 02-06 02-09 02-13 02-16 02-20 02-23 02-27 03-02 03-06 03-09 03-13 03-16 03-20 03-27

H#%gst @ 2017 03 Change ; ZEHHARN (CUM): 5 2016 12 22 % 2017 03 31 Change

TOP




HiRER A GOPD E Bl WEEMETER (BR—)

¥E$E LotNo : [AD0326N (2014-04-01 ~2100-12-31) V| Change |

3EFE Reagent Kit : |1 - Trinity V| Change

H&ets=
&Et AL -
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

.4 || ReagentKit | Target || Mean || n for CV| TE ||TEa Target || Mean | n for CV || TE ||TEa
UnitlD = gy * [ (U/gHb) || (U/gHb) || Mean SPlwall @) [ @) | © ||| reriv) || (Uretib) | Mean [ SP| o) || @) [| o) | ©
Lab004 1 15.0 14.8 5 [02][1.4]4.0] 20 >6j 5.0 4.9 5 J02] 4.1 (102 20 [4.4
Lab008 1 14.5 14.1 9 Jo2|[14]5.6][20 [>6][][ 46 4.4 9 Jo.1]2.3]89] 20 [>6
Lab010 1 14.8 15.7 4 Jo.4][25]11.2][ 20 [5.6][J[ 5.0 5.2 4 Joa]1.9][7.8] 20 |>6
[ Lab012 || 1 [ 148 ][ 145 | 5 Jo2J[r4]48][20 |>6][][ 50 | 60 | 5 Jo.1] 1.7][23.3][ 20 Jo.0]
| Lab013 || 1 [ 150 ][ 150 [ 7 Jo2J[t3]27][20 [>6][][ 47 | 47 | 7 Jo-2][43][85] 20 ]4.7]
[ Lab016 || 1 [ 144 ][ 142 ][ 5 Jo3|2.1]5.6][ 20 [>6][J[ 50 ][ 48 [ 5 Jo3]63][16.5][20 ]2.5]
Lab029 1 14.8 15.0 4 Jo.1][o.7]2.7][ 20 |>6][][ 5-0 5.0 4 Jo.af2.0][4.0][20 [>6
Total - 146 || 39 [0.6]4.1 - -0 - 4.9 39 [o.s]102] - || - | -
272 (Bias)% = { [ | REFISME (Mean) - B2 (Target) | 1/ HE{E (Target) } x 100%
4R (TE, Total Error)% = gR%= (Bias)% + 2 x BEHEEAE (CV)

o (Sigma) = (TEa% - ZRZE (Bias)%) / RetBEAEL (CV)
[TOP]
ZETHETR
FEHR ¢ 8 [2014 v|[05 v][01 V] Z[2017 v|[03 V|[31 V|| Change |
| || | Control N (Lot No.: AD0326N) Il Control D (Lot No.: AD0326D) |

.4 ||ReagentKit | Target || Mean || n for CV| TE ||TEa Target || Mean | n for CV || TE ||TEa
UnitlD = || 4oy £ | (U/gHb) || (UrgHb) || Mean [P (%) (%) @ | © ||l Uretb) || (U/gkb) | Mean [ 5P @) || @) || @) | ©
[Laboot JT 1 [ 142 J[ 148 [ 1 - - -Jf20 - 46 J 50 T t J-T-]-J20]-]
[ Lab003 || 1 | 148 | 145 | 744 J0.8] 5.5 ||13.1|| 20 [33][][_5.0 ][ 49 ] 744 Jo.4] 8.2][18.3][ 20 ]2.2]
[ Lab004 || 1 [ 150 ][ 15.0 ][ 130 Jo.3][2.0[4.0][20 [>6][][ 5.0 | 49 ] 130 Jo.2] 4.1][10.2][ 20 J4.4]
Lab006 1 14.8 148 [ 117 Jo.6][4.1] 8.1][ 20 J4.9][][ 5.0 49 | 117 Jo3] 6.1][14.2][ 20 |3.0
Lab007 1 13.8 13.7 ][ 244 Jo.5|[3.6] 8.0][ 20 [5.4][][ 45 4.5 || 244 [0.2] 4.4 [ 89| 20 [4.5
Lab008 1 14.5 14.4 ][ 240 Jo.6][4.2] 9.0][ 20 J4.6][][ 4.6 4.6 || 240 [0.3] 6.5[13.0]| 20 |3.1
Lab010 1 14.8 145 |[ 112 Jo.6][4.1]10.3][ 20 J4.4][][ 5.0 48 | 112 03] 6.3 ][16.5]| 20 [2.5
| LabOll || 1 [ 148 ][ 149 J[122 Jo3|[2.0]47][ 20 [>6][][ 5.0 ][ 51 [ 122 o2 3.9][9.8][ 20 [4.6]
| Lab012 || 1 [ 148 ][ 142 ][ 147 Jo.5|[3.5]1r.1][20 J4.6][][ 5.0 | 5.0 ] 147 Jo.6]12.0][24.0][ 20 |[1.7]
Lab013 1 15.0 15.0 ][ 250 Jo2][1.3] 2.7][ 20 |[>6][][ 4.7 4.6 | 250 Jo.2[ 4.3][10.8][ 20 [[4.2
Lab014 1 14.8 14.8 ][ 190 Jo.4][2.7] 5.4][ 20 [>6][][ 5.0 48 || 190 [0.2] 4.2 ][12.3]| 20 |3.8
Lab015 1 14.8 144 ][ 174 Jo.8[5.6]13.8][ 20 [3.1][][ 5.0 49 || 174 03] 6.1 ][14.2] 20 [3.0
Lab016 1 14.4 149 ][ 82 Jo.2][1.3] 6.2][ 20 |[>6][][ 5.0 4.8 82 Jlo.2] 4.2[12.3][ 20 |3.8
[ Lab029 || 1 [ 148 ][ 149 ][ 141 Jo3][2.0[ 47][20 [>6][][ 5.0 | 49 ] 141 Jo.2] 4.1][10.2][ 20 J4.4]
[Tow L - [ - [ 145 J2604Jorfas] - J[- [-10C - J 48 J2694Jo4[83][ - J[ - |-]
RRE (Bias)% = { [ | BEHEISE (Mean) - EBRE (Target) | 1/ EBUE (Target) } x 100%

#E=R72 (TE, Total Error)% = 327 (Bias)% + 2 x B E (&8 (CV)
o (Sigma) = (TEa% - 322 (Bias)%) / RETERAE(CV)
[TOP]
Reagent Kit Reagent Code

Trinity 1




Hhug I GoPD E kR N EGETER (JR2)

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

FE1E Reagent Kit ¢ |1 - Trinity V| Change

| Control N A& R 4isT 2 LhI: |
| | I Control N (Lot No.: AD0326N) |
Month (2017/03) CUM (2014/05/01~2017/03/31)
UnitiD 4 Reagent Ifit Target Mean n for sD CV | TE || TEa o Target Mean n for D CV || TE | TEa o
(Code) * (U/gHb) || (U/gHb) | Mean (%) || (%) || (%) (U/gHb) | (U/gHb) || Mean (%) || (%) | (%)

Lab001 1 14.2 - 0 - - 20 - 142 14.8 1 - - 20 -
Lab003 1 14.8 - 0 - - 2] - 14.8 14.5 744 ] 0.8] 5.5]13.1] 20 |3.3
Lab004 1 15.0 14.8 5 Jo2]14] 40| 20 |[>6 15.0 15.0 130 J[03]2.0] 40 ] 20 |>6
Lab006 1 14.8 - 0 - - Jeol - 14.8 14.8 117 Jfo.6] 41 8.1 20 4.9
Lab007 1 13.8 - 0 - - Jeo] - 13.8 13.7 244 J[0.5]3.6] 8.0 20 |54
Lab008 1 14.5 14.1 9 o2 14] 5.6 20 |[>6 14.5 14.4 240 Jo.6] 42] 9.0 ] 20 |46

| Labo10 | 1 [ 148 ][ 157 | 4 Jo4|2s5]11.2] 20 ][s6]] 148 | 145 [ 112 Jo.6]4.1]103] 20 ][4.4]

Lab011 1 14.8 - 0 - - J2ol - 14.8 14.9 122 03] 20 47 20 |>6
Lab012 1 14.8 14.5 5 Jo2]14] 48 | 20 |[>6 14.8 14.2 147 Jo.5] 3.5 11.1] 20 |46
Lab013 1 15.0 15.0 7 Jo2]13] 2.7 ] 20 |[>6 15.0 15.0 250 Jlo2] 1.3] 2.7 ] 20 |>6

[ Lab0i4 | 1 L 148 [ - o J-J - - Jf20][-[] 148 [ 148 [ 190 J[04[2.7] 54| 20 [>6]

Lab015 1 14.8 - 0 -1 - 207 - 14.8 14.4 174 [[0.8] 5.6 [ 13.8] 20 |3.1
Lab016 1 14.4 14.2 5 Jo3]21] 56 | 20 |[>6 14.4 14.9 82 Jlo2]13] 62 20 |[>6
Lab029 1 14.8 15.0 4 Joa]Jo7] 27 ] 20 ][>6 14.8 14.9 141 [|03] 2.0 47 | 20 |>6

| Total | - L - [ 146 | 39 JoeJ4r| - [ - J[-JI - | 145 ][2694]07[48[ - || - | -]
B (Bias)% = { [ | BRHE9{E (Mean) - HAEE (Target) | 1/ BE{E (Target) } x 100%
483872 (TE, Total Error)% = §22= (Bias)% + 2 x Rl BEMAE (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / Bt EEEAE (CV)
Rzt : FEHIR (CUM) : B[2014 V] [05 V] [01 V] Z [2017 v][03 V] [31 V] Change |
[TOP]
| Control D A#stEA BEt4st bk |
| I [ Control D (Lot No.: AD0326D) |
Month (2017/03) CUM (2014/05/01~2017/03/31)

. s Reagent Kit Target Mean n for CV || TE || TEa Target Mean n for CV | TE || TEa
UnitlD £} gy £ | Uiy || (UrgHb) || Mean |52 || ) | @) |[ o) | © ||| Wrgb) || Urghb) || Mean | 5P| @) | @) || @) | ©
Lab001 1 4.6 - o -1 - - [20] - 4.6 5.0 1 - - - T20] -
Lab003 1 5.0 - o | -] - - 20 ] - 5.0 4.9 744 0.4][ 8.2 | 18.3]] 20 ][2.2
Lab004 1 5.0 4.9 5 Jo2][ 4.1 | 102] 20 |44 5.0 4.9 130 J[0.2]] 4.1 || 10.2]| 20 [4.4
Lab006 1 5.0 - o -1 - - [20 - 5.0 4.9 117 03] 6.1 [14.2]] 20 |3.0
Lab007 1 45 - o [ -1 - - 20 - 4.5 4.5 244 J[0.2][ 4.4 | 8.9 ] 20 |45
Lab008 1 4.6 4.4 9 Jo1][23] 89] 20 |[>6 4.6 4.6 240 [0.3][ 6.5 [ 13.0][ 20 ][3.1
Lab010 1 5.0 5.2 4 Joa][1.9] 7.8] 20 |>6 5.0 4.8 112 ][0.3]] 6.3 || 16.5]| 20 |[2.5
Lab011 1 5.0 - o -1 - - [20] - 5.0 5.1 122 [02][39 [ 9.8 20 [[4.6
Lab012 1 5.0 6.0 5 Joa][ 1.7 ][23.3]] 20 J0.0 5.0 5.0 147 Jo.6][12.0]24.0]] 20 |[1.7
Lab013 1 4.7 4.7 7 Jo2][43] 85] 20 |47 4.7 4.6 250 J[0.2]| 4.3 |/ 10.8]] 20 | 4.2

[ Lab0i4 || 1 [ so J[ - JLo [-J[- ] -1Jf20] - 50 | 48 ][ 190 Jo2][42 [12.3][ 20 |338]

Lab015 1 5.0 - o -1 - - [20] - 5.0 4.9 174 ][0.3][ 6.1 |[14.2][ 20 |3.0
Lab016 1 5.0 4.8 5 Jo3][ 63 ]16.5] 20 2.5 5.0 4.8 82 Jo02][ 42 | 12.3] 20 |3.8
Lab029 1 5.0 5.0 4 Joa][2.0] 40] 20 |[>6 5.0 4.9 141 J[0.2]| 4.1 ][ 10.2]| 20 |44

[ Total || - L - Il 49 J[ 39 Josjiro2f - [ - J-JlL - J[ 48 [[2694[o4)/83] - |[ - | -]
R (Bias)% = { [ | REFFIIME (Mean) - EEHE (Target) | 1/ A (Target) } x 100%
4EER3E (TE, Total Error)% = §22 (Bias)% + 2 x R &ERE(4H (CV)
o (Sigma) = (TEa% - 3R2= (Bias)%) / REHERMAB(CV)
Hégst - FEHART (CUM) © B [2014 V] [05 V] [01 V] Z [2017 v][03 V][37 V|| Change |
[TOP]
Reagent Kit Reagent Code|

Trinity 1
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