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S4c H > 11 11
w3 Hc (n) 94 94
® =% (Median) 14.6 (U/gHb) 4.7 (U/gHb)
T2 (Mean) 14.6 (U/gHb) 4.8 (U/gHb)
&% (SD) 0.7 0.3
%3 %k (CV) 4.8% 6.3%
G6PD t& &% & 4 [l 12.8 ~ 16.4 (U/gHb) 4.1~ 5.6 (U/gHb)
Hb & % (& 4 [l 2.3~2.7 (g/dL) 2.3~2.7 (g/dL)
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#EHE LotNo © AD0326N (2014-04-01 ~ 2100-12-31) | Change
FUEN %
. iRBRMML: Labo08 |
| | Control N | Control D
| QC Control Lot No. ] AD0326N \ AD0326D
BRI Month CUM Month CUM
S (2015/01) | (2014/05/01~2015/01/31) | (2015/01) | (2014/05/01~2015/01/31)
\ ZEFEH (N) 10| 23 10| 23
| ZEPH9(E (Mean) UlgHb | 148 | 14.8 | 45 | 45
| FapfEsEsE (SD) |05 | 0.4 02 | 0.2
| BEmREEHCV% | 34 | 27 44| 4.4
| HfEfE (Target) UigHb | 146 | 14.6 44| 44
\ a5 (TE) % B 6.8 L1122 | 1.2
| TEHEseE (TEa)% | 20 | 20 20 | 20
| o | 55 | >6 | 40 | 4.0
872 (Bias)% = { [ | B5F#(H (Mean) - HIR{E (Target)| 1/ HAE{H (Target) } x 100%
44zu72 (TE, Total Error)% = 27 (Bias)% + 2 x EE1HEAE (CV)
o (Sigma) = (TEa% - 353% (Bias)%) / B3t 445 (CV)
A%Et© 2015 01 Change  ;  ZEETHAI (CUM): B 2014 05 01 % 2015 01 31  Change
[TOP]
Control N SDI 43 fi[E
Lot No.: AD0326N ; #ERifE : 2014-05-01 Z 2015-01-31 ; HZ(H (Target) : 14.6 ; ¥ &4 (SD) : 0.5 Eifir : Lab008
Lab008
+3 5.0,
+2 5.0, * S
1 3.0, * * * s . * . : .
Target * . L] n - - s .
-1 5.0, |e :
L]
=2 5.0,
-3 5.0.
Date 11-18 11-22 11-26 11-29 12-03 12-06 12-10 12-13 12-17 12-20 12-24 12-27 12-31 01-03 01-07 01-10 01-14 01-17 01-21 01-24 01-27 01-28 01-31
A%t : 2015 01 Change ;BT (CUM): E 204 05 01 %2 2015 01 31 Change
[TOP]
Control D SDI 43 fi[E
Lot No.: AD0326D ; igEgiHf : 2014-05-01 Z 2015-01-31 ; H%{H (Target) : 4.4 ; 45452 (SD) : 0.3 Iz : Lab008
Lab008
+3 5.0,
+2 5.0,
+1 5.0, g g a o o a
o [=] o o o
Target |-5—&—0° G b o 502
-1 5.D. = g
=2 5.0,
-3 5.0.
Date 11-18 11-22 11-26 11-29 12-03 12-06 12-10 12-13 12-17 12-20 12-24 12-27 12-31 01-03 01-07 01-10 01-14 01-17 01-21 01-24 01-27 01-28 01-31
A&rEt 2015 01 Change 5 ZEHHARI (CUM) : B 2014 05 01 & 2015 01 31 Change

[TOP]



Control N 2 Control D SDI
paNiilizi

Lot No.: ADO326N ; f&BgHART © 2014-05-01 % 2015-01-31 ; HIZ(H (Target) : 14.6 ; & {ZT#= (SD): 0.5 (o)

Lot No.: AD0326D ; Bt : 2014-05-01 Z 2015-01-31 ; FI{H (Target) : 4.4 ; £#fm:#:32 (SD): 0.3 (o) Hifir : Lab008
Lab008
+3 5.0,
+2 5.0, * 3 .
o . o (m]
2. R B S P PR B
= & [ ]
Target |5 o - . . i A * - r |
-1 5.0, |e L) a
[ ]
=2 5.0,
-3 5.D.
Date 11-18 11-22 11-26 11-29 12-03 12-06 12-10 12-13 12-17 12-20 12-24 12-27 12-31 01-03 01-07 01-10 04-14 01-17 01-21 01-24 01-27 01-28 01-31
A&ET 2015 01 Change  ;  ZEEHHARI (CUM) : B 2014 05 01 & 2015 01 31  Change

[TOP]




ZrRERE AL GOPD EEME WElmESstER (R —)

4% LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) V| Change |

1515 Reagent Kit © |1 - Trinity v| Change

EE R ES
GistAf
| I [ Control N (Lot No.: AD0326N) I Control D (Lot No.: AD0326D) |
_— Reagent Kit | Target Mean || n for CV|| TE || TEa Target Mean || n for cv| TE |[TEa| |

UnitlD =1 coqey £ | (U/gHb) || (U/gHD) || Mean SDlomll @) | o) || © || Uretib) || (Urgkb) || Mean [ SP[|@6) | @) || @)|| ©
Lab003 1 14.8 14.4 27 |[0.5][3.5][ 9.6 | 20 [4.9 5.0 4.8 27 _Jo.a][2.1] 8.2][ 20 |[>6]
Lab004 1 15.0 15.2 4 |[0.3][2.0] 53] 20 |>6 5.0 5.0 4 Jo3][6.0]12.0][ 20 ][3.3]

[ Lab006 || 1 | 148 || 163 | 4 |o.1]o.6]|11.4] 20 [>6]] 50 | 54 | 4 [o0.2][3.7]154] 20 |3.2]
Lab007 1 13.6 13.8 13 |[0.6]4.3][10.2] 20 [4.3 4.4 4.5 13 Jo.2][4.4]11.2][ 20 ][4.0]
Lab008 1 14.6 14.8 10 |[0.5][3.4] 8.1 20 |55 4.4 4.5 10 Jo.2][4.4]11.2][ 20 ][4.0]

[ Lab010 || 1 [ 148 [ 139 [ 5 Jo2]14][90]20]>6]] 50 | 47 | 5 Joz2]43]14.5] 20 3.3
Lab011 1 14.8 15.2 5 [lo2]1.3][ 53] 20 |>6 5.0 5.2 5 Jo2][3.8]11.7][ 20 |[4.2]
Lab012 1 14.8 14.7 5 |l0.4]2.7][ 6.1 | 20 | >6 5.0 4.7 5 Jo.2][4.3]14.5][ 20 ][3.3]
Lab013 1 15.0 15.0 7 |l02]1.3] 2.7 20 [>6 4.7 4.6 7 Jo.2][4.3]10.8][ 20 |[4.2]
Lab015 1 14.8 14.4 9 |[0.4]2.8] 83 20 |>6 5.0 4.9 9 [o.2][4.1]10.2][ 20 |[4.4]

[ Lab029 || 1 [ 148 || 149 | 5 Jo3]2.0]47]20]>6]] 50 | 48 | 5 Jo.1]2.1] 8.2] 20 |>6]

[ Tow [ - [ - | 146 (94 Jorfas8)[ - [ - [-JI[ - T 48 [[94 Jo3Jl63] - [ - J[-]

72 (Bias)% = { [ | 2EHT9(H (Mean) - HFE{E (Target) | 1/ EFE{E (Target) } x 100%

#8072 (TE, Total Error)% = 377% (Bias)% + 2 x B E(ARE (CV)

o (Sigma) = (TEa% - #5172 (Bias)%) / RatE5L4AE (CV)

[TOP]
RETHETER
FEHHAR : & [2014 v|[05 v|[01 V| % [2015 v|[02 Vv|[28 V|| Change
| I [ Control N (Lot No.: AD0326N) [l Control D (Lot No.: AD0326D) |
.4 || Reagent Kit || Target Mean || n for CV|| TE || TEa Target Mean || n for CV| TE ||TEa

UnitlD =11 cogey £ || (U/gHb) || (U/gHb) || Mean SPloall o) | o) || © ||| Uretib) || (Uigkb) || Mean [SP[|6) | @) [ 2)|| ©
Lab003 1 14.8 144 || 234 |0.8]5.6([13.8] 20 |3.1 5.0 4.8 234 [0.3]/6.3]16.5| 20 i

| Lab004 || 1 | 150 || 151 || 25 J[o.3]2.0][46 ] 20 ]>6]] 50 | 5.0 | 25 [o.2][4.0] 8.0] 20 |5.0]
Lab006 1 14.8 15.1 23 |[0.8]/5.3]12.6] 20 [3.4 5.0 5.0 23 J0.4][8.0]16.0][ 20 ][2.5]
Lab007 1 13.6 13.6 93 |[0.5]/3.7] 7.4 || 20 [5.4 4.4 4.4 93 Jo.2][4.5] 9.1][ 20 |[4.4]

[ Lab008 || 1 | 146 || 147 | 31 |[o4]27]|6.1] 20 [>6]] 44 | 45 | 31 [o0.2|[44]11.2] 20 |4.0]
Lab010 1 14.8 13.8 26 [[0.3]2.2]11.1] 20 |[>6 5.0 4.6 26 _J0.2][4.3]16.7][ 20 ][2.8]
Lab011 1 14.8 14.9 37 10.3]2.0] 4.7 | 20 [>6 5.0 5.0 37 Jo.3][6.0 ] 12.0]] 20 |[3.3]
Lab012 1 14.8 14.7 21 |[o.4][2.7][ 6.1 | 20 [>6 5.0 49 21 Jo.3][6.1]14.2][ 20 |[3.0]
Lab013 1 15.0 14.9 41 [[0.2) 1.3/ 3.4 | 20 |>6 4.7 4.6 41 Jo.2)[4.3]10.8][ 20 ][4.2]

[ Labol5 || 1 [ 148 || 145 || 30 J[0o.5]3.4][8.9] 20 [53]] 50 | 49 | 30 [o.2][4.1]10.2] 20 |[4.4]
Lab016 1 14.8 14.9 13 {[0.1]0.7][ 2.0 || 20 |>6 5.0 4.8 13 Jo.2][4.2]12.3][ 20 |[3.8]
Lab029 1 14.8 14.9 31 0.5]3.4] 7.4 | 20 |57 5.0 4.8 31 Jo.2][4.2]12.3][ 20 |[3.8]

[ Towl [ - [ - ][ 144 JleosJos]se][ - [ - [-JIL - 1 48 (605 Jo3][63] - [ - J[-]

RS (Bias)% = { [ |E§F+¥i@ﬁ (Mean) - H1E{F (Target) | 1/ HFE{E (Target) } x 100%

#8572 (TE, Total Error)% = 3372 (Bias)% + 2 x ZEHEFR(ARE (CV)

o (Sigma) = (TEa% - 2547 (Bias)%) / Bt 48 (CV)

[TOP]
| Reagent Kit |Reagent Code|

|Trinity

I




HinERENL GOPD E Efby WEmERETER (BRD)

24 LotNo : [ADO326N (2014-04-01 ~ 2100-12-31) V| Change |

745 Reagent Kit : 1 - Trinity V| Change

| Control N H&s 8l 2et4fiat 2 PRk |
Control N (Lot No.: AD0326N)
Month (2015/01) 1 CUM (2014/05/01~2015/01/31)
. ¢ Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV|| TE | TEa
UnitID = (Code) * (U/ghb) || (U/gHb) || Mean | 5P| @) | @) || @) || © ||| Uretib) || Urgtib) | Mean ||SP | @0)|| @) | ) | ©
Lab003 1 14.8 14.4 27 0.5( 3.5 9.6 || 20 E : 14.8 14.4 213 |[0.8 5.6 || 13.8| 20 (3.1
Lab004 1 15.0 15.2 4 03] 20| 53| 20 z : 15.0 15.1 21 03201 4.6 | 20 ||>6
Lab006 1 14.8 16.3 4 0.1 0.6 | 11.4] 20 z : 14.8 15.1 20 091 6.0 13.9] 20 |3.0
Lab007 1 13.6 13.8 13 0.6 43| 1021 20 E : 13.6 13.6 81 06| 441 88 | 20 (4.5
Lab008 1 14.6 14.8 10 0.5( 34| 8.1 20 E : 14.6 14.8 23 041271 68 | 20 |[>6
Lab010 1 14.8 13.9 5 02 1.4 9.0 || 20 E : 14.8 13.8 22 03 22| 11.1] 20 ||>6
LabO11 1 14.8 15.2 5 0.2 1.3 5.3 || 20 z : 14.8 14.9 35 031 2.0( 4.7 | 20 |[|>6
Lab012 1 14.8 14.7 5 0.4 2.7 6.1 20 E : 14.8 14.8 18 04127 54| 20 |[>6
Lab013 1 15.0 15.0 7 0.2 1.3 2.7 || 20 z : 15.0 15.0 33 02| 1.3 2.7 | 20 || >6
Lab015 1 14.8 14.4 9 0.4 28] 83 | 20 E : 14.8 14.6 23 0.5 341 82 | 20 |5.5
Lab016 1 14.8 - 0 - - 20 -0 148 14.9 11 |[ox]0.7][ 2.0 | 20 [[>6
Lab029 1 14.8 14.9 5 0.3 2.0 4.7 || 20 E : 14.8 15.0 28 0.5 3.3 8.0 | 20 ||5.7
| Total | - [ - [ 146 ][ 94 Jorjas] - [ - (-0 - [ 145 [ 528 JJosfs5][ - [ - [ -]
7% (Bias)% = { [ | B#T-FH{E (Mean) - HAE(E (Target) | 1/ HAZ{E (Target) } x 100%
4HER7E (TE, Total Error)% = 372 (Bias)% + 2 x ZEHEEE(RE (CV)
o (Sigma) = (TEa% - i#7% (Bias)%) / REHE 548 (CV)
A%t 1 [2015 v][01 V|| Change | ZEHIE (CUM) © H [2014 v][05 v|[01 V| Z [2015 v|[01 v|[31 V|| Change
[TOP]
Control D H#tat 81 Ratanst 2 bhiese
Control D (Lot No.: AD0326D)
Month (2015/01) : CUM (2014/05/01~2015/01/31)
UnitiD 1 Reagent Kit Target Mean n for sD CV | TE || TEa - Target Mean n for D CV|| TE | TEa -
- (Code) L) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab003 1 5.0 4.8 27 0.1 2.1 8.2 | 20 z : 5.0 4.9 213 |[0.3 6.1 14.2] 20 | 3.0
Lab004 1 5.0 5.0 4 03] 6.0 || 12.01| 20 Z : 5.0 5.0 21 0.2]4.0( 8.0 | 20 ||5.0
Lab006 1 5.0 5.4 4 0.2 3.7 || 154 20 E : 5.0 5.0 20 041 8.0 16.0] 20 ||2.5
Lab007 1 4.4 4.5 13 02441121 20 E : 4.4 4.4 81 021451 9.1 20 | 4.4
Lab008 1 44 4.5 10 0244|1121 20 E : 4.4 4.5 23 02144 11.2] 20 (4.0
Lab010 1 5.0 4.7 5 0.2 4.3 ] 14.5] 20 E : 5.0 4.7 22 0243 14.5] 20 (3.3
LabO11 1 5.0 52 5 0.2 3.8 11.71| 20 E : 5.0 5.0 35 03] 6.0 12.0] 20 (3.3
Lab012 1 5.0 4.7 5 0.2 43| 14.5] 20 E : 5.0 4.9 18 03] 6.1 14.2] 20 |3.0
Lab013 1 4.7 4.6 7 0.2 4.3 10.81 20 E : 4.7 4.6 33 0.2 4.3 10.8]| 20 (4.2
Lab015 1 5.0 4.9 9 0.2 4.1 10.21 20 E : 5.0 5.0 23 0.2]4.0( 8.0 | 20 ||5.0
Lab016 1 5.0 - o [ - -1 -2 - so0 438 11 J[o2]42][12.3] 20 |38
Lab029 1 5.0 4.8 5 0.1 2.1 8.2 | 20 z : 5.0 4.8 28 02142123 20 ||3.8
| Total | - [ - 0 48 ][ 94 Jo3fe3] - J[ - J[-JOC - [ 48 [ 528 jo3]63] - [ - | -]
R7E (Bias)% = { [ | BEHTFH59{E (Mean) - HFE{E (Target) | 1/ EFE{E (Target) } x 100%
4E=5 7= (TE, Total Error)% = 275 (Bias)% + 2 x B8R4 E (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / Rt 54 (CV)
A4zt « [2015 v][01 V]| Change | ZEHHART (CUM) © 4 [2014 v][05 V| [01 V| % [2015 v|[01 V| [31 V|| Change
[TOP]
Reagent Kit Reagent Code|

Trinity 1




