G6PD & &b ElmE

Seat&E R e SDI J34fiilH]

5E1% L otNo © AA1223N (2012-10-01 ~ 2100-12-31)  Change
SEIBI%
. i%BRF(r:Lab030 |

| | Control N | Control D
| QC Control Lot No. | AA1223N | AA1223D

BRI Month CuMm Month CUM

HIROTIE (2016/06) | (2014/01/17~2016/06/30) | (2016/06) | (2014/01/17~2016/06/30)
| ZEFE (N) I 26 I 26
| Z:PEHfE (Mean)UigHb | 148 | 14.7 [ 44 | 47
| 2 5% 7% (SD) IR 0.5 R 0.4
| BHERAECV% [ - 3.4 I 8.5
| HEfE (Target) UgHb | 154 | 15.4 43| 43
| GasE (TE) % | - | 11.3 | - \ 26.3
| AEFERE(Ea)% | 20 | 20 20 | 20
| o R | 45 L \ 1.3
272 (Bias)% = { [ | B&HP49(E (Mean) - HFE{A (Target)| ]/ H (K (Target) } x 100%
4= (TE, Total Error)% = 357 (Bias)% + 2 x EE{8E (48 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Rt R {4 (CV)

P4zt 2016 06 Change ; ZEHHARI(CUM): B 2014 01 17 % 2016 06 30 Change
[TOP]

Control N SDI 73 {fi[&E]

Lot No.: AA1223N ; igBREAfE © 2014-01-17 Z 2016-06-30 ; FIf{f (Target) : 15.4 ; £ %543 (SD): 0.5

BE {7 : Lab030

Lab030
+3 5.0,

+2 5.0,
+1 5.0,

Target L

-1 5.0, e

-2 5,0,

-3 5.D.

Date

01-17 03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17 04-14 04-22 06-12 08-25 09-23 10-13 11-26 12-24 01-20 02-25 03-15 04-15 05-12 06-16

H4tst © 2016 06 Change ; ZHETHAR (CUM): H 2014 01 17 % 2016 06 30 Change
TOP
Control D SDI 53ffi[& |
Lot No.: AA1223D ; #EafRd : 2014-01-17 % 2016-06-30 ; H (g (Target) : 4.3 ; &% (SD) : 0.3 iz : Lab030
Lab030 o
+3 5.0, \= A=} =) & =)
[a] o
+2 5,0, o
o
+1 5.0, 8 1= B a 5 o a8 A=
Target i = 5 =
-1 5.0, |2
-2 5,0,
=3 5.0,
Date 01-17 03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17 0d4-14 04-22 06-12 08-25 09-23 10-13 11-26 12-24 01-20 02-25 03-15 04-15 05-12 06-16

H#ist - 2016 06

Change

ZETHARG (CUM) : H 2014 01 17 & 2016 06 30

Change

TOP



Control N ; Control D SDI
paxiiili=i

Lot No.: AA1223N ; f&EsHART : 2014-01-17 & 2016-06-30 ; HfE(H (Target) : 15.4 ; S+EfT#35 (SD): 0.5 (o)

Lot No.: AA1223D ; haBatiif] : 2014-01-17 2= 2016-06-30 ; HE{E (Target) : 4.3 ; £#4TAE2= (SD): 0.3 (o) AL : Lab030
Lab030 ]
+3 5,0, 1= =) =) & =
o o
+2 5.0, o
o o o
+1 5.0, R (=3 o o o 5 5 1= 5 a8
Target L i i . =
) . ¢ . * a

-1 5,D, *

. . . . . . L ] . -
-2 5.0, - L ] L ] L]

L
=3 5.0, hd *
[ ]
Date 01-17 03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17 04-14 04-22 06-12 (8-25 09-23 10-13 11-26 12-24 01-20 02-25 03-15 04-15 05-12 06-16
H4&Et: 2016 06 Change ; ZEHHARI (CUM): H 2014 01 17 % 2016 06 30 Change

TOP




HiREREAL GOPD EEME N mEGETER (HR—)

& LotNo : [AA1223N (2012-10-01 ~ 2100-12-31) | Change |

#E$E Reagent Kit © [1- Trinity v| Change |

A#stR

GEt At -

| I | Control N (Lot No.: AA1223N) Il Control D (Lot No.: AA1223D) |
Reagent Kit | Target | Mean | n for CV||TE TEaH Target | Mean || n for CV| TE ||TEa

UnitID £ (Code) £ [ (U/gHb) | (U/gHDb) [Mean S on)llall ) |11l | (Uratiby || (Urgtb) | Mean|[SP)|96) @)l 2%)

Lab030 1 154 [ 148 [ 1 [-]-]- 20|] 43 a4 |1 --T - 120

Total - 14.8 1| - [-] - 4.4 - - F]
72 (Bias)% = { [ | %'infil:i@{ﬁ (Mean) - H1E{H (Target) | ] | / E’FE{E (Target) } x 100%

=R (TE, Total Error)% = £R7 (Bias)% + 2 x BEMBE(AE (CV)

o (Sigma) = (TEa% - 327 (Bias)%) / R EEAE (CV)

]

[TOP]

RETHETR

B - 8 [2012 v|[10 V] [01 v| Z [2016 V| [06 V|[30 V]| Change |

| | I Control N (Lot No.: AA1223N) Il Control D (Lot No.: AA1223D) |
UnitD £ Reagent Kit|| Target | Mean | n for CV|| TE ||TEa - H Target | Mean ||n for CV|| TE TEa|:
“ || (Code) T |[(U/gHb)||(U/gHb) | Mean||>"|((%)|| (%) |[(%) (U/gHb) (U/gHb) Mean||” " (| (%)|| (%) || (%)

[Labool [ 1 [ 154 J[ 151 | 5 Jo2|[13][46]20]>6][][ 43 | 44 5 J0.1][2.3][6.9] 20 |[>6]

[Laboo2 [ 1 [ 146 ][ 151 | 71 Jo.8][5.3][14.0][20 [3.A][J[ 5.0 | 48 || 71 J[0.3][6.3][16.5] 20 |[2.5]

[Laboo3 [ 1 ][ 146 |[ 146 | 255]0.5|[3.4][6.8][20 [5.9][][ 43 | 43 |[255][0.3][7.0][14.0] 20 ][2.9]

[Laboo4 [ 1 [ 151 ][ 151 | 50 Jo.4][2.6][5.3][20 [>6][][ 44 ] 43 || 50 |.|47||116|| 20 |3.8]
Lab006 1 154 ][ 146 | 56 Jo.7][4.8][14.8][20 [3A][J[ 43 | 43 ][ 56 Jo2][4.7][9:3 ] 20][4.3]
Lab007 1 14 | 151 | 153 Jo.9J[6.0][19.8] 20 [2.0)[[ 4.6 | 44 [ 153 ]j0.4][9.1]22.5] 20][1.7]
Lab008 1 150 | 147 [ 123 Jos|3.4][8.8][20 [53][][ 43 [ 42 | 123 ]o2][4.8][11.8] 20][3.7
Lab010 1 144 | 141 | 73 Jo4[2.8][7.8][20 [>6][| 43 | 42 | 73 Jjo.2|[4.8][11.8] 20]3.7]
Lab0l11 1 154 | 152 | 45 Joo|5.9][13.1][20 [32[][ 43 [ 44 | 45 Jjo5[11.4]25.1] 20][1.6
Lab012 1 147 | 147 | 58 Jo4[2.7][54][20 [>6][[ 47 | 45 | 58 Jjo.2|[4.4][13.1] 20 ]33.6]
Lab013 1 150 | 150 | 98 Jo2J13][2.7][20 [>6][][ 43 [ 43 | 98 Jo2][4.7][9.3] 20 4.3
Lab014 1 154 | 151 ] 103 Jo4[2.6][72][20 [>6][[ 43 | 42 | 103 ]0.2][4.8][11.8] 20]3.7]
Lab015 1 154 | 153 [ 142 Jo8|52][1a][20 [3.7)[][ 43 [ 46 | 142 ]f0.3][6.5][20.0] 20 ][2.0
Lab029 1 156 | 155 | 51 J1o][e.5]13.5][20 [3.0][[ 46 | 46 | 51 Jjo.4|[8.7][17.4] 20]2.3]
Lab030 1 154 | 148 | 42 Jos|3.4][10.7][20 [4.7)[][ 43 [ 46 | 42 Jjo.4[8.7]]24.4] 20][1.5

Total - 149 J132s]o.7[47] - - -1 - 44 |1325]03][68] - [ - |[-]

BRFE (Bias)% = { [ | B2 o = 0%

4EaRzE (TE, Total Error)% ]RE= (Blas)%+2 x & m—fﬁ%{%ﬁ (CV)

o (Sigma) = (TEa% - BR7E (Bias)%) / RatBEAEL (CV)

[TOP]
| Reagent Kit |Reagent Code|

Trinity |1 |




HiwEaEE A GoPD E 2k NEmESETER (R

3% LotNo : [AA1223N (2012-10-01 ~ 2100-12-31) \| Change |

3EE Reagent Kit © |1 - Trinity vl Change

| Control N AR R 2 LR |
Control N (Lot No.: AA1223N)
Month (2016/06) CUM (2012/10/01~2016/06/30)
T Reagent Kit Target Mean n for CV || TE || TEa Target Mean n for CV | TE | TEa
UnitID £ (Code) 1 (U/ghib) || (Ugtib) || Mean [ SP{ @) | @) | @) [°||| Wretib) | Wetib) | Mean | SP | @) | @) | @) | ©

Lab001 1 15.4 - 0 -0 - 20 - 15.4 15.1 s Jlo2] 13 46 | 20 | >6
Lab002 1 14.6 - 0 - - 20 - 14.6 15.1 71 0853 [ 140 | 20 |[3.1
Lab003 1 146 N 0 -0 - 20 - 14.6 14.6 255 J05] 34 68 | 20 |[5.9
Lab004 1 15.1 - 0 - - 20 |- 15.1 15.1 50 Jlo4a| 26| 53 | 20 | >6
Lab006 1 154 - 0 -1 - 20 - 154 146 56 Jo.7] 48 [ 148 ] 20 | 3.1
Lab007 1 14 - 0 -0 - 20 - 14 15.1 153 |[09] 6.0 | 198 | 20 |2.0
Lab008 1 15.0 - 0 - - ] 20 - 15.0 14.7 123 JJos] 34 88 | 20 |53
Lab010 1 14.4 - 0 - - 20 - 14.4 14.1 73 Jloa] 28 78 | 20 | >6
LabO011 1 154 - 0 -0 - 20 - 15.4 152 45 0959 |[13.1 | 20 |[3.2
Lab012 1 147 - 0 - - 20 - 14.7 147 58 04|27 54 | 20 | >6
Lab013 1 15.0 - 0 - - ] 20 - 15.0 15.0 98 Jo2] 13 27 | 20 | >6
Lab014 1 154 - 0 - - 20 - 15.4 15.1 103 Jo04]26] 72 | 20 | >6
Lab015 1 154 - 0 - - 20 |- 15.4 153 142 o8] 52|11 | 20 |[3.7
Lab029 1 15.6 - 0 -0 - 20 - 15.6 15.5 st JJrofes|135] 20 |30
Lab030 1 154 14.8 1 -0 - 20 - 15.4 14.8 42 05|34 [ 107 | 20 |47
Total - - 14.8 1 - -1 - - - 14.9 1325 |07 47| - - -

B3 (Bias)% = { [ | BEFTF9ME (Mean) - EAEME (Target) | ]/ EAE{E (Target) } x 100%

YEzEs2 (TE, Total Error)% = g8 (Bias)% + 2 x BEERAE (CV)

o (Sigma) = (TEa% - B&Z= (Bias)%) / RETEERAE (CV)

A%zt ¢ [2016 V] [06 V][ Change E:HEART (CUM) : F [2012 V] [10 V][01 v] Z [2016 V] [06 V][30 V][ Change

[TOP]
| Control D A Bet@iat 2 LhlE |
| | | Control D (Lot No.: AA1223D) |
Month (2016/06) ] CUM (2012/10/01~2016/06/30)
S Reagent Kit Target Mean n for cv | TE [ TEa | || Target Mean n for CV || TE || TEa
UnitID £ (Code) £ (Ughib) | (U/gtib) || Mean | SP || o) | ) | @) [°]||| (Uretib) || Uretb) | Mean | SP | @6 || @) | @) | ©

Lab001 1 43 - 0 - = 20 [FI 43 44 s Jlor] 2369 | 20 |[>6
Lab002 1 5.0 - 0 - - 20 [ 50 4.8 71 03] 63 |[165] 20 |25
Lab003 1 43 N 0 - 20 E00 43 43 255 03] 7.0 |[14.0 20 [2.9
Lab004 1 4.4 - 0 - - 20 44 43 50 Jlo2| 47 |[11.6] 20 |[3.8
Lab006 1 43 - 0 - 20 -0 43 43 s6 Jlo2| 47 |[ 93 | 20 [[43
Lab007 1 4.6 - 0 - - T 20 J-IL 46 44 153 JJo4] 9.1 |[225] 20 |[1.7
Lab008 1 43 - 0 =20 JE00 43 42 123 [[02] 48 |[118] 20 |[3.7
Lab010 1 43 - 0 - - 2o JHL 43 4.2 73 02| 48 |[11.8] 20 |37
Lab011 1 43 - 0 - 20 [0 43 4.4 45 Jos] 114251 20 |16
Lab012 1 4.7 - 0 - - 20 JE0C 47 45 58 Jlo2| 44 |[13.1] 20 |36
Lab013 1 43 - 0 - - 2o H0 43 43 98 |02 47 ][ 93 | 20 [43
Lab014 1 43 - 0 - 20 I 43 42 103 [[o2] 48 ][118] 20 |[3.7
Lab015 1 43 - 0 - 20 [F00 43 4.6 142 03] 65 |[20.0] 20 |[2.0
Lab029 1 4.6 - 0 - 20 L 46 4.6 s1 Joa| 87 |[17.4] 20 |23
Lab030 1 43 4.4 1 - 2o -0 43 4.6 42 o4 87 |[244 ] 20 |15

Coow - T w0 - 4 s fosfes]- - -]

832 (Bias)% = { [ | BEHTF9MHE (Mean) - EAEfE (Target) | ]/ EAE{E (Target) } x 100%

YEzEs2 (TE, Total Error)% = g8 (Bias)% + 2 x BEHERAE (CV)

o (Sigma) = (TEa% - 322 (Bias)%) / RETEERAE (CV)

Bt : REHIR (CUM) : | [2012 V] [10 V][0T V] F [2016 ] [06 V] [30 V][ Change |

[TOP]

Reagent Kit IReagent Code|
Trinity 1
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