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- T %}41:.%5 hdl S ?Eﬁi}]\ FKS}.F,;;%L%E‘—

G6PD Control N Control D
(Lot No.:ADO0326N) (Lot No.:A D0326D)
Fbe 8 i 12 12

KNS ()] 77 77
® =% (Median) 14.3 (U/gHb) 4.7 (U/gHb)
T2 (Mean) 14.3 (U/gHb) 4.7 (U/gHb)

&% (SD) 0.5 0.3
%3 %k (CV) 3.5% 6.4%

G6PD t& &% & 4 [l 13.2 ~ 15.4 (U/gHb) 4.1~5.4 (U/gHb)

Hb & % (& 4 [l 2.2~ 2.7 (g/dL) 2.2~2.7(g/dL)
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11.0 T T T T T T T T T T T T
Lab003 Lab004 Lab006 Lab007 Lab008 Lab010 Lab0l1l Lab0l12 Lab013 Lab015 Lab0l16 Lab029
n= 21 4 3 12 8 4 2 3 8 7 2 3
-------- PERE 346 = 4.7 (U/gHb)
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G6PD & E iRl am E T &R K SDI 7 ffs &

#E1E LotNo © ADO326N (2014-04-01 ~ 2100-12:31) ~ Change
SUENEI%
| WEREfr:Lab0l2 |

| | Control N \ Control D
| QC Control Lot No. | ADO0326N \ AD0326D

BRI Month CuM Month CuM

R (2015/02) | (2014/05/01~2015/02/28) | (2015/02) | (2014/05/01~2015/02/28)
| B (N) 3 21 ER 21
| E:FFfE (Mean) UigHb | 145 | 14.7 |46 | 4.9
| ZEHEAEE (SD) |01 | 0.4 02 | 0.3
| EimEREHCV% | 07 | 27 |43 | 6.1
| EfEfE (Target) UigHb | 148 | 14.8 50 | 5.0
| s (TE) % B 6.1 |16.7 | 14.2
| AAFESE (TEa)% | 20 | 20 20 | 20
| o | >6 | >6 | 28 | 3.0
7E (Bias)% = { [ | #x[P45(H (Mean) - HEEE (Target)| ]/ HA%E (Target) } x 100%
4EzR7= (TE, Total Error)% = 327 (Bias)% + 2 x B F(4% (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt E %% (CV)
A&ET: 2015 02 Change  ;  ZEMHAR (CUM): 5 2014 05 01 F 2015 02 28 Change
TOP

Lot No.: AD0326N ; fal#HAR © 2014-05-01 & 2015-02-28 ; HiZ{H (Target) : 14.8 ; &4 (SD) : 0.5

Lab012
+3 5.0,

+2 5.0,
+1 5.0,
Target
-1 5.0,
-2 5.D.
=3 5.0,

Date

Control N SDI 43{filE]

BAAY7 : Lab012

10-09 10-16 10-21 10-24 10-27 11-04 11-11 11-19 11-26 11-29 12-08 12-17 12-30 01-08 01-09 01-14 01-21 01-27 02-03 02-13 02-25

Hést 2015 02 Change 5  ZEFHART (CUM) : & 2014 05 01 & 015 02 28 Change
TOP
Control D SDI 537 &
Lot No.: AD0326D ; #Eafff : 2014-05-01 Z 2015-02-28 ; E (g (Target) : 5.0 ; 28832 (SD) : 0.3 I : Lab012
Lab012
+3 5.0,
+2 5.0,
o
+1 5.0, [=]
o (m]
Target a & = 5] ]
o =] o

-1 5.0, =} o] o A a
-2 5.0, = =
=3 5.0,
Date 10=-09 10-16 10-21 10-24 10-27 11-04 11-11 11-19 11-26 11-29 12-08 12-17 12-30 01-08 01-09 01-14 01-21 01-27 02-03 02-13 02-25

H&tst © 2015 02 Change

;o REHHARE (CUM) : 5 2014 05 01 & 2015 02 28

Change

[TOP]



Control N k2 Control D SDI

ekt

Lot No.: AD0326N ; fa@HAf © 2014-05-01 £ 2015-02-28 ; HiZ(H (Target) : 14.8 ; &% 4Z4Es= (SD): 0.5 ()
Lot No.: AD0326D ; fal#HAR : 2014-05-01 & 2015-02-28 ; HiZ{H (Target) : 5.0 ; & f@#E= (SD): 0.3 (o) Bz : Lab012
Lab012
+3 5.0,
+2 5.0, 2
+1 5.0, (o ¢ »
o o L

Target g = +* hd
-1s.0. |* 2 e o 8 ° O e .

.0, o 58 e o
-2 5.D. o
-3 5.D.
Date 10-09 10-16 10-21 10-24 10-27 11-04 11-11 11-19 11-26 11-29 12-08 12-17 12-30 01-08 01-09 01-14 01-21 01-27 02-03 02-13 02-25

A&t

2015 02  Change

EEHR (CUM) - 5 2014 05 01 & 2015 02 28

Change

TOP




ZinEREN GOPD EEBinls AMmESHER (BR—)

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

JEFE Reagent Kit : [1- Trinity v/

CEEEE

et A Gy

| | [ Control N (Lot No.: AD0326N) I Control D (Lot No.: AD0326D) |
. ¢ | ReagentKit | Target Mean || n for CV|| TE | TEa Target | Mean | nfor CV| TE || TEa
UnitlD = o4y £ || (U/gHb) || (U/gHb) || Mean SPU ol o) [ @) || © ||| Uretib) | (U/ghb) | Mean | SP[@)] @) || %) | ©
Lab003 1 14.8 14.1 21 J[0.4] 2.8][10.4] 20 |[5.5][][ 5.0 47 21 [0.2][43]145]|[ 20 |33
Lab004 1 15.0 15.1 4 Jo3]2.0] 4.6 ] 20 |[>6][]| 5.0 48 4 Jo.ol[oo] 401 20 [>6
Lab006 1 14.8 15.2 3 03] 20][6.7] 20 |[>6][][ 5.0 5.0 3 [o.4][s.0]16.0] 20 [[2.5
Lab007 1 13.6 13.8 12 J[02][14][44 20 ][>6][][ 44 45 12 [02][44]11.2][ 20 [[4.0
Lab008 1 14.6 14.6 8 Jloa]27][55 ] 20 |[>6][][ 44 43 8 Jo.1][23] 69 20 [>6
Lab010 1 14.8 13.8 4 J[o3]22][1r.1] 20 |[>6][][ 5.0 45 4 Joa|22]14.4] 20 4.5
Lab011 1 14.8 15.2 2 - -0 - 20 ][ -0 50 5.4 2 == - 2] -
Lab012 1 14.8 14.5 3 o] o7][3.4 ] 20 |[>6][][ 5.0 4.6 3 [o2][43]16.7]] 20 2.8
Lab013 1 15.0 14.8 8 Jlo2] 14][ 4.0 20 |[>6][][ 47 4.7 8 Jo2][43] 85] 20 [[4.7
Lab015 1 14.8 14.0 7 03] 21][9.7 ] 20 |[>6][][ 5.0 4.8 7 Jo2][42]12:3][ 20 |38
Lab016 1 14.8 14.9 2 - -0 -T2 ][- ][ 50 4.9 2 [-0-1T-1207 -
Lab029 1 14.8 14.8 3 Jlos]3.4][ 6.8 ] 20 |5.9][][ 5.0 49 3 [o2][4.1]102] 20 4.4

[ Tow | | s JwmJosas| I JIC - | a7 [ Josllea] ][]

SR (Bias)% = { [ | BT FHI(E (Mean) - H FE{E (Target) |1/ B FE{E (Target) } x 100%

gaEse (TE, Total Error)% = 3375 (Bias)% + 2 x BEHEE(4E (CV)

o (Sigma) = (TEa% - 7 (Bias)%) / RETERMAE (CV)

[TOP]
[ 5t |

ZEHHART ¢ B [2014 v|[05 v|[01 v| % [2015 v|[02 v|[28 V]| Change |

| | | Control N (Lot No.: AD0326N) I Control D (Lot No.: AD0326D) |
4 || ReagentKit | Target Mean || n for cv| TE [ TEa|[ ] Target Mean | n for CV| TE || TEa
UnitlD = | oqe) £ | (UrgHb) || (Urgtb) || Mean || 5P | 96| %) | @) || © ||| Uigtib) || (Urghb) | Mean | 5P| )] @) || @) | ©
Lab003 1 14.8 144 | 234 J[0.8]5.6][13.8] 20 [31][][ 50 48 234 [03][6.3]16.5] 20 [2.5
Lab004 1 15.0 15.1 25 J[0.3][2.0][ 4.6 ][ 20 |[>6][][ 5.0 5.0 25 Jo2|[4.0] 8.0 20 [5.0
Lab006 1 14.8 15.1 23 J[0.8][5.3][12:6] 20 |[3:4][][ 5.0 5.0 23 [[0.4][8.0[16.0][ 20 2.5
Lab007 1 13.6 13.6 93 ][0.5]3.7][ 7.4 ] 20 |[5.4][]| 44 44 93 [o02|[45] 9.1 20 [[4.4
Lab008 1 14.6 14.7 31 Jl04]27][ 6.1 ] 20 |[>6][][ 44 45 31 [02][44]11.2] 20 [4.0
Lab010 1 14.8 13.8 26_J[03]22][1r.1] 20 ][>6][][ 5.0 4.6 26 [0.2][43]16.7][ 20 [[2.8
Lab011 1 14.8 14.9 37 03] 2.0][47] 20 |[>6][][ 5.0 5.0 37 [03]6.0]12.0] 20 |33
Lab012 1 14.8 14.7 21 J[o4]2.7][ 6.1 ][ 20 |[>6][][ 5.0 49 21 [03][6.1]14.2] 20 [3.0
Lab013 1 15.0 149 ][ 41 J[02]1.3][34 ] 20 |[>6][][ 47 46 41 J02|[43]10.8][ 20 [4.2
Lab015 1 14.8 14.5 30 ][0.5]3.4][ 8.9 ] 20 |[53][][ 5.0 49 30 [0.2|[4.1]102] 20 [[4.4
Lab016 1 14.8 14.9 13 J[o.1] 0.7][2.0 [ 20 |[>6][][ 5.0 48 13 [0.2][42]12.3][ 20 [3.8
Lab029 1 14.8 14.9 31 J[05]3.4][ 74 ] 20 |[5.7][][ 5.0 4.8 31 [[0.2][42]12:3][ 20 [[3.8
Total - - 144 [ 605 Jo.8]s6] - [ - J[-[[ - 48 [ 605 Jo3][e3] - | - |-

7% (Bias)% = { [ | B&tFH9{E (Mean) - B H2E{H (Target) | ]/ B {4 (Target) } x 100%

HEER7 (TE, Total Error)% = #8272 (Bias)% + 2 x RETEIRAE (CV)

o (Sigma) = (TEa% - 275 (Bias)%) / B 314 H{5H (CV)

[TOP]

Reagent Kit Reagent Code
Trinity 1




=iaBR I GOPD E ERE N EGETER (BR)
#EEHE LotNo * |ADO326N (2014-04-01 ~ 2100-12-31) v| Change |

#EFE Reagent Kit : |1 - Trinity vI Change

Control N H st Bl Ratanst 2 Lk
| | [ Control N (Lot No.: AD0326N) |
| | [ Month (2015/02) I[]] CUM (2014/05/01~2015/02/28) |
Unitip £ Reagent Kit | Target Mean || n for D CV | TE | TEa T_ Target Mean || n for SD CV|| TE | TEa -
- (Code) L} (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab003 1 14.8 14.1 21 [o0.4] 28] 104] 20 Ef 14.8 14.4 234 [[0.8] 5.6]13.8] 20 |3.1
Lab004 1 15.0 15.1 4 Jo3]2.0] 46 ] 20 |[>6][][ 150 15.1 25 ][0.3]2.0][ 46 | 20 |[>6
Lab006 1 14.8 15.2 3 Jo3J20] 6.7 ] 20 |[>6][][ 148 15.1 23 [[0.8]5.3]12.6] 20 |3.4
Lab007 1 13.6 13.8 12 Jo2] 14 ] 44 ] 20 |[>6][][ 136 13.6 93 [[0.5]3.7] 7.4 | 20 |[5.4
Lab008 1 14.6 14.6 8 Joa]27] 5.5 20 ][>6][][ 146 14.7 31 |[04]2.7] 6.1] 20 |>6
Lab010 1 14.8 13.8 4 Jo3]22]1ra] 20 ][>6][][ 148 13.8 26 ][0.3]22][11.1] 20 |[>6
| Laboll | 1 [ a8 152 2 - - - 20 - 148 ][ 149 | 37 Jo3]2.0][4.7 ] 20 [>6]
[ Laboi2 | 1 [ 148 ][ 145 ][ 3 JoaJoz] 3420 ][>6][][ 148 ][ 147 | 21 Jlo.4]27] 6.1 ] 20 [>6]
[ Lab0i3 | 1 [ 150 ][ 148 ][ 8 Jo2f 14 4020 ][>6][][ 150 ][ 149 | 41 Jo2]1.3][3.4 ] 20 [>6]
[ Labols | 1 [ 148 [ 140 |7 Jo3f21] 97 ] 20 [>6][J[ 148 ][ 145 ] 30 J0.5]3.4][8.9 ] 20 ][53]
[ Labole | 1 [ 148 [ 149 [ 2 - -1 - T20][ - 148 ][ 149 ] 13 Jo.1]0.7][ 2.0 ] 20 [>6]
[ Lab029 | 1 [ 148 ][ 148 ][ 3 Jos][34] 68 20 [59]][ 148 | 149 | 31 J05]3.4] 7.4 ] 20 |[5.7]
| Total | - [ - [ 143 ][ 77 Josy3s - [ - J[-J0C - I 144 [ 05 Josfs6][ - [ - -]

iz (Bias)% = { [ | REF-PH9{H (Mean) - HFEH (Target) | 1/ HFEH (Target) } x 100%
#3772 (TE, Total Error)% = 37 (Bias)% + 2 x REFEERE (CV)
o (Sigma) = (TEa% - ##7% (Bias)%) / Rt #E R A (CV)

B4ist ¢+ [2015 v|[02 V|| Change ZEHHART (CUM) : H [2014 v|[05 v][01 v| ZE [2015 v|[02 Vv][28 V|| Change
[TOP]
| Control D H4fsT81 Ha st~ Lhi?: |
| I I Control D (Lot No.: AD0326D) |
| I | Month (2015/02) I[]] CUM (2014/05/01~2015/02/28) |
) R Reagent Kit Target Mean n for D CV | TE | TEa Target Mean n for D CV|| TE || TEa o

UnitlD = (codey £ || (U/gHb) || (U/gHb) || Mean @) | %) || %) (U/gHb) || (U/gHb) | Mean @) || %) | %)

Lab003 1 5.0 4.7 21 Jo2] 43 J[14.5] 20 |[3.3][][ 5.0 4.8 234 ][0.3] 6.3][16.5] 20 2.5
[ Lab0o4 | 1 [ 50 ][ 48 ][ 4 JooJooJ 4o 20]>6]][ 50 | 50 ] 25 J0o2]4.0][ 8.0 20 |5.0]
[ Lab0os | 1 [ 50 ][ 50 ][ 3 Jo4]so]1eo] 2025 50 | 50 ] 23 Jo4]s8.0][16.0] 20 J2.5]
[ Lab007 | 1 [ 44 ][ 45 ][ 12 Jo2]44]112] 20 J[40][][ 44 ][ 44 | 93 J02]45][9.1 | 20 [4.4]
[ Lab00s | 1 [ 44 ][ 43 ][ 8 JoaJ23] 69 20]>6]][ 44 | 45 | 31 Jo2]44]11.2] 20 J4.0]
[ Labolo | 1 [ 50 ][ 45 ][ 4 JoaJ22]144] 20 [45][][ 50 [ 46 | 26 J02]43][16.7] 20 J2.8]
[ Laboll | 1 [ 50 54 2 -1 -1 -T20]- 50 1 50 ] 37 Jo3]eo][12.0] 20 ]33]
[ Labo12 | 1 [ 50 ][ 46 ][ 3 Jo2]43]1e7] 20 [28][][ 50 [ 49 | 21 Jo3]e.1][14.2] 20 |3.0]
[ Lab013 | 1 [ 47 ][ 47 ][ 8 Jo2]43] 85 20][47][][ 47 [ 46 | 41 Jo2]43][10.8] 20 J[4.2]
[ Lab0l5 | 1 [ 50 ][ 48 ][ 7 Jo2]42]123] 20 [38][][ 50 | 49 ] 30 Jo2]4.1][102] 20 [4.4]
[ Labol6 | 1 [ 50 49 [ 2 -1 -T -T20][-JJ[_50 ] 48 ] 13 Jo2]42][12.3] 20 |3.8]

Lab029 1 5.0 4.9 3 Jo2] 4.1 to2] 20 J[44][][ 5.0 4.8 31 J[o2]4.2][12.3] 20 |38

Total - - 4.7 77 Jo3Jea] - T - -1 - 48 | 605 Jlo3]e3][ - | - | -
7% (Bias)% = { [ | 25 F49{H (Mean) - HE{H (Target) | 1/ BE{E (Target) } x 100%
#ER7E (TE, Total Error)% = 557 (Bias)% + 2 x Rt (4% (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt R AHE (CV)
A%st : [2015 v|[02 V]| Change | ZEEFHART (CUM) : [ [2014 v|[05 v|[01 V] % [2015 v|[02 v|[28 V|| Change
[TOP]
Reagent Kit Reagent Code

Trinity 1
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