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(Lot No.:ADO0326N) (Lot No.:AD0326D)
e H > 12 12

B IFHC (n) 86 86
¢ = #ir (Median) 14.7 (U/gHb) 4.7 (U/gHb)
T2 (Mean) 14.5 (U/gHb) 4.7 (U/gHb)

%1 (SD) 0.7 0.3
%3 % (CV) 4.8% 6.4%

G6PD t& % (& [l 13.3 ~ 15.9 (U/gHb) 4.2 ~5.5 (U/gHDb)

Hb & % & 4 ¥l 2.3~2.7(g/dL) 2.3~2.8(g/dL)
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G6PD & £ w5 I ER i

EaTEER K SDI S ffilE

#5Ef% LotNo : AD0326N (2014-04-01 ~ 2100-12-31) Change
FIEGE
. [BRE(r:Lab015 |
\ ] Control N ‘ Control D
| QC Control Lot No. ] AD0326N | AD0326D
e Month CuM Month CUM
AR (2016/05) | (2016/03/16~2016/05/31) | (2016/05) | (2016/03/16~2016/05/31)
| ZEiEr (N) 10| 26 [ 10 | 26
| E:PH9(E (Mean)UigHb | 156 | 14.4 | 54 | 4.9
| Z2Hgks (SD) 03 | 1.1 o1 | 0.4
| ZEHEE RAAH (CV) % 19| 7.6 | 19 | 8.2
| EfE{E (Target) UigHb | 148 | 14.8 | 50 | 5.0
| 4% (TE) % |93 | 18.0 A 18.3
| A= (TEa)% | 200 | 20 | 20 | 20
\ o E 2.3 E 2.2
3872 (Bias)% = { [ | a4 (Mean) - EIfE{H (Target)|]/ EIf2{g (Target) } x 100%
gazase (TE, Total Error)% = $27% (Bias)% + 2 x B[ H{48 (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / RitsFHE (CV)
H4gst: 2016 05 Change ; ZEFHARY (CUM): B 2016 03 16 Z 2016 05 31 Change
TOP
Control N SDI 471l
Lot No.: ADO326N ; f#EsHAfs : 2016-03-16 Z 2016-05-31 ; HAZ{H (Target) : 14.8 ; &3 42434 (SD) : 0.90 Hifi : Lab015
Lab015
+3 5.0,
+2 5.0,
+1 5.0, L] ] . - L] - .
* . .
Target L]
-1 5.0 ¢ .
.23'0.'000 * ._°‘ « * o
=3 5.0,
Date 03-16 03-18 03-22 03-25 03-29 04-01 04-01 04-05 04-07 04-12 04-15 04-19 0d4-19 04-22 04-26 04-29 05-03 05-05 05-09 05-13 05-16 05-19 03-23 05-24 05-27 05-31
H%%st : 2016 05 Change ; ZEFHARD (CUM): H 2016 03 16 £ 2016 05 31 Change
TOP
Control D SDI 431l
Lot No.: AD0326D ; f#EiiR] : 2016-03-16 % 2016-05-31 ; HZ{H (Target) : 5.0 ; £&{Z4:3% (SD) : 0.30 Hifir - Lab015
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+3 5.0,
+2 5.0,
o o
+1 5.0, o a o a o a o o
o
Target
-1 5.0, o o 8—=_a—=~8 a =]
-2 5.0, o - = a = o ]
=3 5.0,
Date 03-16 03-18 03-22 03-25 03-29 04-01 0d4-01 04-05 04-07 04-12 04-15 04-19 0d4-19 04-22 04-26 04-29 05-03 05-05 05-09 05-13 05-16 05-19 03-23 05-24 05-27 05-31

e
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; EEHHART (CUM) : H 2016 03 16 & 2016 05 31

Change

TOP



Control N 57 Control D SDI

PNt

Lot No.: AD0326N ; fiEaHAfs © 2016-03-16 % 2016-05-31 ; EfZ{H (Target) : 14.8 ; &% {m45% (SD): 0.90  (e)
Lot No.: AD0326D ; ##EgHHRT : 2016-03-16 % 2016-05-31 ; HIH (Target) : 5.0 ; &% (SD): 0.30 (o) AL : Lab015
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H4tst © 2016 05 Change
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Change

TOP




HIREREN GOoPD Bk NHmESHER (ER—)

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

¥E$2 Reagent Kit : [1 - Trinity v| Change |

(e ]
~ AGerE
Gt A = [2016 v|[05 V|| Change |
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 =1 ey || (Ureib) || (U/gHb) | Mean | 5P|[©) | %) | @) | © ||| (Urehb) | (Urghb) || Mean |52 @) | ©4) || o) | ©
Lab003 1 14.8 13.6 24 [[03][22]12.5] 20 [[5.4 5.0 45 24 [0.1][2.2]144][ 20 |45
Lab004 1 15.0 14.8 4 0.1{/0.7 ] 2.7 || 20 ||>6 5.0 49 4 E 2.0 6.1 20 |[>6
Lab006 1 14.8 14.8 4 0.3]/2.0] 4.1 | 20 ||>6 5.0 49 4 E 4.1110.2]f 20 ||4.4
Lab008 1 15.0 14.6 8 Jo3][2.1] 6.8 20 [>6 5.0 4.6 8 ][0.2][43]16.7][ 20 ]2.8
Lab010 1 14.8 14.2 2 - - - 20 | - 5.0 4.6 2 : - - 20 | -
Lab011 1 14.8 14.9 4 0.2(/1.3] 3.4 | 20 ||>6 5.0 5.0 4 E 2.0 4.0 || 20 |[>6
Lab012 1 14.8 14.5 3 04128 7.5 | 20 ||>6 5.0 49 3 E 4.1110.2]f 20 ||4.4
Lab013 1 15.0 15.0 8 [o2][13] 2720 |>6 47 4.6 8 J[o.1][22] 6.5 ][ 20 |[>6
Lab014 1 14.8 14.7 9 [os5|[34] 75 20 |57 5.0 4.7 9 |lo2][43]14.5][ 20 |33
Lab015 1 14.8 15.6 10 (03]({1.9( 9.3 || 20 ||>6 5.0 5.4 10 E 1.9 11.7 20 ||>6
Lab016 1 14.8 14.9 2 - - - 20 | - 5.0 49 2 : - - 20 | -
Lab029 1 14.8 14.8 8 0.2(/14] 2.7 | 20 ||>6 5.0 4.8 8 E 2.1 821 20 |[>6
Total - 145 86 Jo0.7][48] - | - | - - 4.7 86 J[o3][64] - [ - ] -

A7 (Bias)% = { |?‘+3FiL—J{E (Mean) - BZ{H (Target) | ]/ EAE{H (Target) } x 100%

fEsnse (TE, Total Error)% = $R2= (Bias)% + 2 x BT EAE (CV)

o (Sigma) = (TEa% - #&2= (Bias)%) / REHERIAE (CV)

[TOP]
[ RierE |

FHHAR : 15 [2014 V] [05 v][01 v] % [2016 V] [05 v][31 V][ Change |

| I I Control N (Lot No.: AD0326N) I Control D (Lot No.: AD0326D) |

UnitD £ Reagent Kit || Target Mean | n for SD CV | TE | TEa - Target Mean || n for ; CV| TE ||TEa o

- (Code) 1 (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) | (U/gHb) || Mean (%) || (%) {| (%)

Lab001 1 142 14.8 1 [ --T-TJ2T7 - 4.6 5.0 U -0 - 2o ] -
Lab003 1 14.8 14.5 578 [10.8|[5.5]13.1| 20 (3.3 5.0 49 578 E 6.1 14.2( 20 ||3.0
Lab004 1 15.0 15.0 89 0.3]/2.0] 4.0 | 20 (|>6 5.0 49 89 E 4.1110.21f 20 ||4.4
Lab006 1 14.8 14.8 85 |0.6//4.1] 8.1 | 20 (4.9 5.0 49 85 E 6.1 14.2( 20 ||3.0
Lab007 1 13.8 13.7 244 (10.5](3.6( 8.0 || 20 |[5.4 4.5 4.5 244 E 441 8.9 | 20 ||4.5
Lab008 1 15.0 14.5 153 [0.7][4.8 ] 13.0] 20 [[3.5 5.0 4.7 153 J[0.3][6.4 [ 18.8][ 20 ]2.2
Lab010 1 14.8 14.3 79 0.5([3.5]10.4| 20 (4.7 5.0 4.8 79 E 4211231 20 |3.8
Lab011 1 14.8 15.0 99 (10.3][2.0( 54 | 20 [|>6 5.0 5.1 99 @ 39| 9.8 || 20 ||[4.6
Lab012 1 14.8 14.3 92 (10.5][3.5(104( 20 |[4.7 5.0 4.7 92 E 6.4 18.8( 20 (2.2
Lab013 1 15.0 15.0 167 0.2][1.3 | 2.7 || 20 [|>6 4.7 4.7 167 E 431 8.5 20 ||4.7
Lab014 1 14.8 147 116 [0.4]27] 6.1 | 20 |[>6 5.0 4.7 116 J0.2][43]14.5][ 20 33
Lab015 1 14.8 14.4 167 [0.8][5.6(13.8( 20 ||3.1 5.0 4.9 167 E 6.1 14.2( 20 |[3.0
Lab016 1 14.8 14.9 47 |[0.1{0.7 || 2.0 || 20 || >6 5.0 49 47 E 201 6.1 20 |[>6
Lab029 1 14.8 14.9 100 (0.3]({2.0| 4.7 | 20 [|>6 5.0 4.8 100 E 42 112.3]] 20 (3.8
Total - 14.5 2017 10.7(/4.8 | - - - - 4.8 2017 E 63| - - -

a7 (Bias)% = { [ I?icﬁr%i‘]ﬁ (Mean) - BE{# (Target) | ]/ BE{E (Target) } x 100%
4EsR>2 (TE, Total Error)% = ERZ= (Bias)% + 2 x REFEE(LE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / Rt R4 (CV)
[TOP]

| Reagent Kit ||Reagent Code|
|Trinity ” 1 |




HieEREL GoPD EERE WEMERETER (ERT)

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

73F Reagent Kit  [1 - Trinity vI Change

SIENM@E_—
| Control N &SI B Hat 2 tEER |
| | | Control N (Lot No.: AD0326N) |
| | | Month (2016/05) [l CUM (2014/05/01~2016/05/31) |
UnitiD £ Reagent Kit Target Mean n for S_D CV | TE || TEa s Target Mean n for D CV | TE | TEa -
- (Code) £ (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab001 1 14.2 - 0 j - - | 20 - 14.2 14.8 1 - - - | 20 -
Lab003 1 14.8 13.6 24 |[03][22]125] 20 |54 14.8 14.5 578 [|0.8] 5.5 13.1] 20 |3.3
Lab004 1 15.0 14.8 4 Jloa][o.7] 2.7 ] 20 [ >6 15.0 15.0 89 03] 2.0 40 | 20 |>6
Lab006 1 14.8 14.8 4 Jlo3][2.0] 41 ] 20 |[>6 14.8 14.8 85 0.6] 4.1 8.1 | 20 |49
Lab007 1 13.8 - o -1 - - |20 - 13.8 13.7 244 ]0.5] 3.6 ] 8.0 || 20 |54
Lab008 1 15.0 14.6 8 Jlo3][21] 68 20 |[>6 15.0 145 153 J|0.7| 4.8 ][ 13.0] 20 |35
Lab010 1 14.8 14.2 2 |- - - |20 | - 14.8 143 79 0.5] 3.5 104 20 |47
Lab011 1 14.8 14.9 4 Jlo2][13] 34 ] 20 | >6 14.8 15.0 99 03] 2.0 54 | 20 [>6
Lab012 1 14.8 14.5 3 Jlo4][28] 7.5 ] 20 [>6 14.8 14.3 92 ||0.5)3.5]104] 20 |47
Lab013 1 15.0 15.0 8 Jlo2][13] 27 ] 20 |[>6 15.0 15.0 167 02| 1.3 2.7 || 20 || >6
Lab014 1 14.8 14.7 9 Jlo.5][34] 7.5 ] 20 |57 14.8 14.7 116 04| 2.7] 6.1 | 20 ||>6
Lab015 1 14.8 15.6 10 J[o3][19] 93 ] 20 [>6 14.8 144 167 0.8 5.6 || 13.8] 20 |3.1
Lab016 1 14.8 14.9 2 -1 - 20 - 14.8 14.9 47 Jo.1] 0.7 ] 2.0 | 20 |>6
Lab029 1 14.8 14.8 8 Jlo2][14] 27 ] 20 |[>6 14.8 14.9 100 J|0.3[ 2.0 4.7 || 20 || >6
Total 14.5 86 |[0.7][ 4.8 - - - 14.5 2017 |0.7] 4.8 | - - -
ﬁ%amw%—ulaﬁwﬁﬁmwm E%ﬁ@mﬁﬂﬂﬁ@ﬁﬂmﬁﬂbdm%
48R (TE, Total Error)% = $22= (Bias)% + 2 x BETEEAE (CV)
o (Sigma) = (TEa% - $R7= (Bias)%) / BaTBEMAE (CV)
A&zt : [2016 v][05 V]| Change BEHIART (CUM) = H [2014 v][05 V|[01 V| 2 [2016 V][05 V|[31 V]| Change
[TOP]
| Control D A#sHEL Rt 4at iR |
| | | Control D (Lot No.: AD0326D) |
| | | Month (2016/05) Il CUM (2014/05/01~2016/05/31) |
UnitiD £ Reagent Kit Target Mean n for S_D CV | TE || TEa - Target Mean n for D CV | TE | TEa -
- (Code) £ (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab001 1 4.6 - o -1 - - |20 - 4.6 5.0 1 - - - | 20 -
Lab003 1 5.0 4.5 24 Jloa][22] 144] 20 [[45 5.0 4.9 578 [|0.3] 6.1 (142 20 |3.0
Lab004 1 5.0 4.9 4 Joa][20] 6.1 ] 20 ][>6 5.0 49 89 J0.2] 4.1 102 20 |44
Lab006 1 5.0 4.9 4 Jlo2][4.1]102] 20 J[44 5.0 4.9 85 03] 6.1 142 20 |3.0
Lab007 1 4.5 - o J[-1- - | 20| - 4.5 4.5 244 0.2 44 89 || 20 |45
Lab008 1 5.0 4.6 8 Jlo2][43]167] 20 ][2:8 5.0 47 153 ]|0.3] 6.4 ] 18.8] 20 2.2
Lab010 1 5.0 4.6 I - | 20| - 5.0 438 79 02] 42 [ 123 20 |3.8
Lab011 1 5.0 5.0 4 Joa][2.0] 40 ] 20 ]>6 5.0 5.1 99 0239 9.8 | 20 ||4.6
Lab012 1 5.0 4.9 3 J[o2][41 ] 102] 20 44 5.0 4.7 92 |03 64| 188] 20 |22
Lab013 1 4.7 4.6 8 Jloa][22] 65 ] 20 [>6 4.7 4.7 167 02| 43 85 | 20 |47
Lab014 1 5.0 4.7 9 Jlo2][43]145] 20 ]33 5.0 4.7 116 0.2 43 ] 14.5] 20 |33
Lab015 1 5.0 5.4 10 Jfoa][19]11.7] 20 ][>6 5.0 4.9 167 03] 6.1 (142 20 ||3.0
Lab016 1 5.0 4.9 2 : - - 20 - 5.0 4.9 47 Jo.1] 2.0 6.1 | 20 |>6
Lab029 1 5.0 4.8 8 o1 2.1 82 20 || >6 5.0 48 100 0.2 4.2 ][12.3] 20 | 3.8
| Total | - - 27 [ se Joajfea) - | - I -J0C - 1 48 Joor7Josffeal - | - | -|
ﬁ?ﬁmw%=uIaﬁmﬁﬁmwm-a%ﬁammﬂwaﬁﬁamyowHW%
YEIRZE (TE, Total Error)% = ER%2= (Bias)% + 2 x BEF @ R(AEL (CV)
o (Sigma) = (TEa% - ERZ= (Bias)%) / Bel B E&EL (CV)
A&zt : [2016 v][05 V]| Change BEHIART (CUM) = H [2014 v][05 V|[01 V| 2 [2016 V][05 V|[31 V]| Change
[TOP]
Reagent Kit Reagent Code

Trinity 1
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