2015 # 05 * G6PD % &% ¥ %P N&EF+HFL |

G6PD Control N Control D
(Lot No.:AD0326N) (Lot No.:AD0326D)
S H = 13 13
How 3% e () 94 94
¢ = #c (Median) 14.9 (U/gHDb) 4.8 (U/gHDb)
T 5@ (Mean) 14.7 (U/gHb) 4.9 (U/gHDb)
#%® %1 (SD) 0.7 0.3
%3 %k (CV) 4.8% 6.1%
G6PD t& %% (& = [l 12.9 ~ 16.1 (U/gHb) 4.1 ~5.5 (U/gHb)
Hb +& % (& 4= [l 2.2~ 2.7 (g/dL) 2.2 ~4.5 (g/dL)
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G6PD JE & w5 P R in

EHETEER K SDI 73 i E

5E1E LotNo © ADO326N (2014-04-01 ~ 2100-12-31) ~ Change
SIE %
. iRBRELAL:Lab0o04 |
| | Control N \ Control D
| QC Control Lot No. | AD0326N \ AD0326D
MR Month CuM Month CuM
AR (2015/05) | (2014/12/01~2015/05/31) | (2015/05) | (2014/12/01~2015/05/31)
| ZEHEH (N) 4| 26 B 26
| Z:PPEE (Mean)UigHb | 149 | 15.0 a7 4.9
| ZEHIEE (SD) .03 | 0.3 o1 | 0.3
| EEEEEHCV% [ 20 2.0 21| 6.1
| HEEfE (Target)UigHb | 150 | 15.0 . 50 | 5.0
| 4az7= (TE) % |47 4.0 . 103 | 142
| A (TEa)% | 20 | 20 20 | 20
| o [ > | >6 > | 3.0
257 (Bias)% = { [ | B3F749(& (Mean) - HHZ{& (Target)| ] / FfZ(H (Target) } x 100%
4EzRs= (TE, Total Error)% = #3527 (Bias)% + 2 x Bt E 48 (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / Rt 2 (A% (CV)
A&t 2005 05 | Change | 5 RETHIRE (CUM) : B 014 12 01 % 2015 05 31 | Change
(TOP]
Control N SDI 43 fi[E
Lot No.: AD0326N ; i : 2014-12-01 % 2015-05-31 ; HfE(E (Target) : 15.0 ; 2243 (SD) : 0.40 AL : Lab004
Lab004
+3 S.D.
+2 5.0,
5.0, * . e . . .
Target 2 —* * A " - ., . - . . ¢
-1 5.0, .
=2 5.D.
-3 5.D.
Date 12-03 12-10 12-17 12-24 12-31 01-07 01-14 01-21 01-28 02-04 02-11 02-18 02-25 03-04 03-11 03-18 03-25 04-01 04-08 04-15 04-22 04-29 05-06 05-13 05-20 05-27

A&t

2015 05

Change

ZEHHART (CUM) : B 2014 12 01 & 2015 05

31 | Change

[TOP]

Control D SDI 43 fi[E

Lot No.: AD0326D ; i#Eafif : 2014-12-01 = 2015-05-31 ; FIfE{H (Target) : 5.0 ; &#fm3% (SD) : 0.25

Lab004
+3 5.0,

+2 5.0,
+1 5,0,
Target
-1 5.0,
=2 5.0,

-3 5.0,

Date

{7 : Lab004

A%t

2015 05

Change

ZETHART (CUM) : 5 2014

1201 2 2015 03

31 | Change

12-03 12-10 12-17 12-24 12-31 01-07 01-14 01-21 01-28 02-04 02-11 02-18 02-25 03-04 03-11 03-18 03-25 04-01 04-08 04-15 04-22 04-29 05-06 05-13 05-20 05-27

[TOP]



Control N 2 Control D SDI
paNiiiliz]

Lot No.: AD0326N ; i EaHif : 2014-12-01 Z5 2015-05-31 ; E(H (Target) : 15.0 ; -%{m#3% (SD): 0.40  (e)

Lot No.: AD0326D ; fEg#fE] : 2014-12-01 % 2015-05-31 ; FfE{E (Target) : 5.0 ; %547 (SD): 0.25 (o) Efir : Lab004
Lab004
+3 5.D.
+2 5.0,
° [u] =]

1 5.0 = v . ¢ e . * . g o
Target " . O r r . S
-1 5.0 ° * o 8 o o 8 e @ . )

R (=] s} u] o s} . . u] s}
=2 5.D. =] a (=] o
=3 5.D.
Date 12-03 12-10 12-17 12-24 12-31 01-07 01-14 01-21 01-258 02-04 02-11 02-18 02-25 03-04 03-11 03-18 03-25 04-01 04-08 04-15 04-22 04-29 05-06 05-13 05-20 05-27

A&ET © 2015 05 | Change | ;  FEHHARI (CUM): B 2014 12 01 & 2015 05 31 | Change

[TOP]




ZIREREA GOPD EEinls NAEMmESTER (BR—)

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

#5452 Reagent Kit © |1 - Trinity vl Change

CESEN
&t By + [2015 v|[05 V|| Change
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

_— Reagent Kit || Target Mean | nfor CV|| TE || TEa Target Mean | nfor CV | TE || TEa
UnitlD = || ey ¢ || (i) || Urghib) | Mean |52 @)|[@0)|[ %) | © | || reib) | Urgtb) | Mean || 5P | @) | @) || %) | ©
Lab003 1 14.8 15.2 25 Jo2]13][53] 20 |[>6 5.0 5.1 25 [[0.2][3.9] 9.8][ 20 |46
Lab004 1 15.0 14.9 4 Jo3]20][47] 20 |[>6 5.0 4.7 4 Jloa]2.1]103] 20 [>6
Lab006 1 14.8 14.4 4 Jo3f21]e9] 20 [>6 5.0 49 4 Jo2] 41 ]102] 20 [4.4

[ Lab007 || 1 [ 136 ][ 134 | 13 Jo3]22][59] 20 |[>6]] 44 | 44 | 13 Jlo2]45] 9.1] 20 ][4.4]

[ Laboos || 1 [ 146 ][ 143 ] 4 Jos[35][90][20 [51]] 50 | 48 | 4 ]o.2]42]12.3] 20 |3.8]
Lab010 1 14.8 14.2 4 Jo2]14]69] 20 [>6 5.0 48 4 Jfoaf21]82] 20 [>6
Lab011 1 14.8 14.9 5 Jo2]1.3][34] 20 [>6 5.0 5.1 5 J[o3]5.9]13.8]] 20 [[3.1
Lab012 1 14.8 14.2 4 Jo2]14]69] 20 |[>6 5.0 4.8 4 Jo2]42]123] 20 [3.8
Lab013 1 15.0 15.1 7 Jo3]2.0][46] 20 [>6 4.7 47 7 Jloa][2.1] 43 ][ 20 |[>6

[ Labo14 || 1 [ 148 ][ 148 | 9 Jos]34]68] 20 |59]] 50 | 46 | 9 Jo3]e5]21.0] 20 ]1.8]
Lab015 1 14.8 15.3 8 Jo4]26]86] 20 [>6 5.0 53 8 J[o.a]1.9] 9.8 20 |[>6
Lab016 1 14.8 14.9 3 JoaJo7][2.0] 20 [>6 5.0 4.9 3 Jfoa]2.0] 611 20 [>6
Lab029 1 14.8 14.9 4 JoaJo7][2.0] 20 |>6 5.0 4.8 4 Jo2]42]123] 20 [3.8
Total - - 14.7 94 Jo7las] - [ - I - - 4.9 94 Jlo3]ea] - [ - -

S5 (Bias)% = { [ | B FHI{E (Mean) - HAB(E (Target) | 1/ B (Target) } x 100%

#8272 (TE, Total Error)% = 3% (Bias)% + 2 x REHEFARE (CV)

o (Sigma) = (TEa% - 372 (Bias)%) / R RAE (CV)

[TOP]
S

RS ¢ 1 [2014 v [05 V] [01 v] % [2015 v]|[05 V| [31 V][ Change |

| [ | Control N (Lot No.: AD0326N) I[]] Control D (Lot No.: AD0326D) |
Unitip £ Reagent Kit || Target Mean || n for D CV | TE | TEa - Target Mean || n for D CV|| TE || TEa -

“ | (Code) * | (UlgHb) || (U/gHb) || Mean %) | (%) || (%) (U/gHb) || (U/gHb) | Mean %) || (%) | (%)

[ Labool | 1 [ 142 I 148 [ 1 J[-[ - - J20[-JOC 46 [ 50 [ t J[-J- - J20]-]
Lab003 1 14.8 145 ][ 307 Jlo.7] 4.8 [11.7] 20 J[3.7][][ 5.0 4.9 307 J[0.3][6.1][142] 20 ][3.0
Lab004 1 15.0 150 [ 38 J[o3]2.0] 40 ] 20 |[>6][J[ 5.0 49 38 J[0.2][4.1][10.2] 20 4.4
Lab006 1 14.8 150 ][ 35 Jlo.7][4.7 ] 10.7] 20 J4.0][][ 5.0 5.1 35 ][0.4][7.8][17.7] 20 [23

[ Lab007 | 1 [ 136 ][ 136 ][ 132 J0.5][3.7] 74 [ 20 |[54][][ 44 ] 44 ] 132 J0.2][45][ 9.1 | 20 J[4.4]

[ Lab00g | 1 [ 146 ][ 145 ][ 51 Jlo6][41] 9.0 20 [47][][ 50 | 44 | 51 Jlo3][e8][25.6] 20 |1.2]
Lab010 1 14.8 140 [ 37 Jo4]29] 1] 20 |[5.0][J[ 5.0 47 37 J[o2][43][14.5] 20 |33
Lab011 1 14.8 149 ][ 48 Jlo3]20] 47 [ 20 |[>6][][ 5.0 5.0 48 J[03][6.0][12.0] 20 3.3
Lab012 1 14.8 146 ][ 33 Jlo4]27] 68 ] 20 |[>6][][ 5.0 4.8 33 J[0.3][6.3][16.5] 20 |25

[ Labo13 | 1 [ 150 ][ 150 J[ 65 Jo2] 1327 20 ][>6][J[ 47 ] 47 ] 65 J02][43][8.5 ] 20 J4.7]

[ Lab0ol4 | 1 [ 148 ][ 148 ][ 9 Jo5][34] 68 20]59]][ 50 J 46 | 9 Jo3]65]21.0] 20 18]
Lab015 1 14.8 146 ][ 54 Jo.7] 48] 10.9] 20 |[3.9][][ 5.0 5.0 54 J[o3][6.0][12.0] 20 |[3.3
Lab016 1 14.8 149 [ 20 Jo.tfo7] 2.0 20 |[>6][][ 5.0 48 20 J[0.2][4.2][12.3] 20 [3.8
Lab029 1 14.8 149 [ 43 Joa]27] 60 20 |[>6][][ 5.0 48 43 Jo2][4.2][12.3] 20 3.8
Total . . 145 [ 873 Jorfas] - | - - - 48 | 873 Jo3][e3] - | - | -

ZR7E (Bias)% = { [ |f§i§1‘¥i’:ﬂ§ (Mean) - HfZ(H (Target) | 1/ BfE(E (Target) } x 100%

Y4572 (TE, Total Error)% = 372 (Bias)% + 2 x ZEHER(AE (CV)

o (Sigma) = (TEa% - 7% (Bias)%) / Rt R(AE (CV)

[TOP]
Reagent Kit Reagent Code

Trinity

1




BB GoPD EEER NE mEFRTER (BRT)
#5845 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) w| Change |

#BEFE Reagent Kit © [1 - Trinity vI Change

| Control N H#stBLl RGH4fa T 2 LEEGR |

| I I Control N (Lot No.: AD0326N) |
| | I Month (2015/05) I CUM (2014/05/01~2015/05/31) |

o G Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV || TE | TEa
UnitlD £ cqe £ || (Urehb) || Urghby | Mean || 5P @) | @) [ o) | © ||| Urehib) || urghby || Mean [ 5P @) || @) | <o) || °
Lab001 1 14.2 - o J[- -1 -1 2T- 14.2 14.8 U - - 2o -]
Lab003 1 14.8 15.2 25 Jfo2][ 13 ] 53] 20 [[>6 14.8 14.5 307 Jo.7][48][11.7] 20 ][3.7]
Lab004 1 15.0 14.9 4 03] 2.0 47] 20 [>6 15.0 15.0 38 Jo3][2.0][ 40 ] 20 ][>6]
Lab006 1 14.8 14.4 4 Jlo3] 2169 20 [>6 14.8 15.0 35 Jo7][4.7][10.7] 20 ][4.0]
Lab007 1 13.6 13.4 13 J[o3]22]59] 20 [[>6 13.6 13.6 132 Jo05][3.7][ 7.4 ] 20 |[54]
Lab008 1 14.6 143 4 J[o5]3.5]9.0] 20 [5.1 14.6 14.5 51 Joe][4.1][ 9.0 ] 20 ][47]
Lab010 1 14.8 14.2 4 Jlo2] 1469 20 [>6 14.8 14.0 37 Jo4][29][11.1] 20 ][5.0]
Lab011 1 14.8 14.9 5 Jfo2][13]3.4] 20 [[>6 14.8 14.9 48 J03][2.0][ 47 ] 20 |[>6]
Lab012 1 14.8 14.2 4 Jlo2] 1469 20 [>6 14.8 14.6 33 Jo4][2.7][ 6.8 ] 20 |[>6]
Lab013 1 15.0 15.1 7 J[03][2.0 [ 46] 20 [[>6 15.0 15.0 65 Jo2][13][ 2.7 ] 20 |[>6]
Lab014 1 14.8 14.8 9 J[os][34]6s8] 20 [5.9 14.8 14.8 9 Jos][34] 68 | 20 |[5.9]
Lab015 1 14.8 15.3 8 Jlo4] 2.6 86] 20 ]>6 14.8 14.6 54 J0.7][4.8][10.9] 20 |[3.9]
Lab016 1 14.8 14.9 3 Jloafo7]2.0] 20 ]>6 14.8 14.9 20 Jlo.1][0.7][ 2.0 ] 20 |[>6]
Lab029 1 14.8 14.9 4 Jloa]o7]20] 20 ]>6 14.8 14.9 43 Jo4][27] 6.0 ] 20 |[>6]
Total - - 14.7 94 Jlo7las] - - |- - 14.5 873 Jo7][48] - | - ][ -]

207 (Bias)% = { [ | ZEH 4 (Mean) - HAZ{E (Target) | ]/ EE{E (Target) } x 100%
445572 (TE, Total Error)% = 357 (Bias)% + 2 x BT FAE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / RETERAE (CV)
Hé4izt + [2015 v][05 V]| Change Z:HHART (CUM) : [F [2014 v][05 V][0T V] Z [2015 v][05 V|[3T V]| Change
[TOP]
| Control D Héfa Tl Ritfint 2 Ehick |
Control D (Lot No.: AD0326D)
Month (2015/05) I CUM (2014/05/01~2015/05/31)

. + Reagent Kit Target Mean n for CV || TE || TEa Target Mean n for CV | TE || TEa
UnitlD £ | ey £ || reib) || i) || Mean | 5P| @) || @) || ) || O [[]| Wiettb) || (Urghb) || Mean | 5P| ) | @) | ) || ©
Lab001 1 4.6 - o -1 - - J[20][ -] 46 5.0 U= - - 20 -]
Lab003 1 5.0 5.1 25 Jlo2]3.9] 9.8 ][ 20 J[46][][ 5.0 4.9 307 Jo3] 6.1 ] 14.2] 20 |[3.0]
Lab004 1 5.0 47 4 Joaf 2110320 |[>6][][ 5.0 49 38 Jo2] 4.1 J[102] 20 |[4.4]
Lab006 1 5.0 49 4 Jo2] 41 ]102][ 20 J[44][][ 50 5.1 35 Jo4] 7.8 [17.7] 20 ][2.3]
Lab007 1 4.4 44 13 Jo2]45] 9.1 [ 20 J[44]][ 44 44 132 Jo2] 45 9.1 | 20 ][44]
Lab008 1 5.0 48 4 Jo2fa2]123][ 20 |[38][][ 5.0 4.4 51 Jo3] 6.8 ]25.6] 20 |[1.2]
Lab010 1 5.0 438 4 Joaf2a]82]20]>6][][ 50 47 37 Jlo2] 43 J[145] 20 |[3.3]
Lab011 1 5.0 5.1 5 o3[ so]13.8][ 20 |[3.1][][ 5.0 5.0 48 03] 6.0 [ 12.0] 20 |[3.3]
Lab012 1 5.0 438 4 Jo2] 42 123][ 20 |[38][][ 5.0 438 33 Jo3]63]165] 20 |[2:5]
Lab013 1 47 47 7 Joaf 2.1 ] 43 ][ 20 |[>6][][ 47 47 65 Jo2]43] 85 ] 20 |[4.7]
Lab014 1 5.0 4.6 9 Jlo3] 65210 20 |[18][][ 5.0 4.6 9 Jlo3] 65 ]21.0] 20 |[1.8]

[ Lab0is | 1 [ 50 [ 53 1 8 JoiJtofos]20]=6J] 50 [ 50 | 54 J03]60]120] 20 ]33]
[ Lab0l6 | 1 [ 50 ) 49 ][ 3 JoaJ20] e1][20]>6][J[ 50 ][ 48 [ 20 Joz2]42]123] 20 |[3.8]
[ Lab029 | 1 [ 50 [ 48 ][ 4 Jo2]42]123][ 20 |[3:8][J[ 50 ][ 48 [ 43 Joz2]42]123] 20 |[3.8]
| Total | - [ - 0 49 Jf o4 Josfex] - J[ - J[-JOC - [ 48 (87 Jo3[63] - [ - ][ -]
207 (Bias)% = { [ | ZEH 4 (Mean) - HAZ{E (Target) | ]/ EE{E (Target) } x 100%
H43A7Z (TE, Total Error)% = 3272 (Bias)% + 2 x HETEE{Z% (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / RETERAE (CV)
Azt : [2015 v][05 V]| Change ZEHHAR (CUM) : H [2014 v][05 v|[01 V] & [2015 v][05 Vv|[31 V]| Change
[TOP]
Reagent Kit Reagent Code

Trinity 1
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