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S4c H > 12 12

Bow 3R Fe (n) 91 91
® =% (Median) 14.5 (U/gHb) 4.7 (U/gHb)
T 2@ (Mean) 14.4 (U/gHb) 4.7 (U/gHDb)

%% (SD) 0.5 0.2
%3 %k (CV) 3.5% 4.3%

G6PD t& &% & 4 [l 13.3 ~ 15.3 (U/gHb) 4.2 ~5.2 (U/gHb)
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G6PD & £ i P Ef i

E4RETEER K SDI Jr il

#EFE LotNo © ADO326N (2014-04-01 ~ 2100-12-31) Change
SIEH%
| MREREfir:Lab013 |
\ | Control N \ Control D
\ QC Control Lot No. | ADO0326N \ AD0326D
- Month CUM Month CUM
IR (2016/03) |  (2015/12/21~2016/03/31) | (2016/03) |  (2015/12/21~2016/03/31)
\ ZEFE(N) [ 9 | 26 R 26
| E:HEH9(E (Mean)UigHb | 149 | 14.9 | 46 | 4.6
\ Z M (SD) [ 02 | 0.2 01| 0.1
\ ZEHEELE (CV) % |13 1.3 |22 | 2.2
| HfEfE (Target)UigHb | 150 | 15.0 a7 47
\ 47 (TE) % | 34 | 3.4 | 65 | 6.5
| mEEsE (TEa)% | 20 | 20 20 | 20
\ o E >6 6| >6
27 (Bias)% = { [ | B57 451 (Mean) - FIfZf (Target)| ]/ EfZ{H (Target) } x 100%
HaEE (TE, Total Error)% = B2 (Bias)% + 2 x ZEtEER (A% (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / Rat& 8 {%% (CV)
H&iat: 2016 03 Change ; EETHARY (CUM): H 2015 12 21 % 2016 03 31 Change
[TOP]
Control N SDI 471 fE |
Lot No.: AD0326N ; igB#AR © 2015-12-21 % 2016-03-31 ; H{{H (Target) : 15.0 ; %43 (SD) : 0.30 Fifir : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0,
L] L
Target ¢ . * * < L] L] . . L] ¢ : *
L] L] L] L] L] L]
=1 5.0, ry . - . .
=2 5.D.
-3 5.0,
Date 12-21 12-25 12-258 12-31 01-04 01-08 01-14 01-18 01-22 01-25 01-28 02-02 02-04 02-15 02-19 02-22 02-25 03-01 03-04 03-07 03-11 03-14 03-17 03-21 03-29 03-29
A4 &t : 2016 03 Change ; EEHHARI (CUM): H 2015 12 21 % 2016 03 31 Change
TOP
Control D SDI 434 [&E |
Lot No.: AD0326D ; f#iffiff : 2015-12-21 % 2016-03-31 ; FIf2{ (Target) : 4.7 ; 242432 (SD) : 0.30 A : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0,
=) =)
Target & 5 5 3 = & & 5 & T o] o] =
-1 5.0, o o o a =] o o o a a o
=2 5.0,
=3 5.0,
Date

A&t

2016 03

Change ;

FETHART (CUM) : H 2015 12 21 & 2016 03 31

12-21 12-25 12-25 12-31 01-04 01-08 01-14 01-18 01-22 01-25 01-28 02-02 02-04 02-15 02-19 02-22 02-25 03-01 03-04 03-07 03-11 03-14 03-17 03-21 03-24 03-29

Change

TOP




Control N 2 Control D SDI
pagiiniz|

Lot No.: AD0326N ; ##ERHAR : 2015-12-21 % 2016-03-31 ; HE(H (Target) : 15.0 ; S {47 (SD): 0.30 ()

Lot No.: AD0326D ; #Eaiif : 2015-12-21 % 2016-03-31 ; HfE{H (Target) : 4.7 ; %543 (SD): 0.30 (o) Hifir : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5,0,
o ¢ L] .
el P L L T A T L A L O L
-1 5.0, =) * Fy * Fy B * a
=2 5.D.
=3 5.0,
Date 12-21 12-25 12-258 12-31 01-04 01-08 01-14 01-18 01-22 01-25 01-28 02-02 02-04 02-15 02-19 02-22 02-25 03-01 03-04 03-07 03-11 03-14 03-17 03-21 03-24 03-29
H4st: 2016 03  Change ;  ZEEFHART (CUM) : [ 2015 12 21 & 2016 03 31 Change

TOP




ZinEREN GOPD EEinls NMmESHER (BR—)

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

HE4E Reagent Kit : [1 - Trinity V| Change |

T A%tk |
4t A ¢ [2016 v|[03 V][ Change |
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

.4 | ReagentKit | Target Mean || n for CV|| TE | TEa Target | Mean | nfor CV| TE || TEa
UnitlD = 04y £ || (U/gHb) || (U/gHb) || Mean SPU ol o) [ @) || © ||| Uretib) | (U/ghb) | Mean | SP[@)] @) || %) | ©
Lab003 1 14.8 142 27 |l04]2:8][9.7 ] 20 |[5.7][][ 5. 4.6 27 [o.2][4.3]16.7]] 20 ]2.8
Lab004 1 15.0 14.9 5 Jloa]o.7][ 2.0 20 |[>6][][ 5.0 49 5 Jo.a][2.0] 6.1 20 [[>6
Lab006 1 14.8 14.8 5 Jo2] ra][27] 20 |[>6][]| 5.0 4.9 5 Jo.a][20] 6.1 20 [>6
Lab008 1 15.0 14.6 9 Jlo.4]2.7][ 8.1 ] 20 |[>6][][ 5.0 48 9 Jo.a][2.1] 821 20 [[>6
Lab010 1 14.8 14.4 3 Jlo2] t4][ 5.5 20 |[>6][][ 5.0 47 3 Jo.0][0.0] 6.0 20 |[>6
Lab011 1 14.8 145 4 Jos]3.4][89 ] 20 |[53][][ 5.0 5.1 4 Joa][2.0] 591 20 [>6
Lab012 1 14.8 13.8 5 J[oa]2.9][12.6] 20 J[4.6][][ 5.0 4.7 5 Jo2][43]14.5] 20 3.3
Lab013 1 15.0 14.9 9 Jlo2]1.3][3.4 ] 20 |[>6][][ 47 4.6 9 Jo1][22] 65 20 [>6
Lab014 1 14.8 14.7 9 Joa]27][e1] 20 |[>6][][ 5.0 4.7 9 [o2|[43]145] 20 |33
Lab015 1 14.8 13.6 9 Jo3]22][12.5] 20 |[5.4][][ 5.0 4.6 9 Jo.a][2.2]123][ 20 5.5
Lab016 1 14.8 15.0 2 -0 - 2o - 000 50 4.9 2 - -1 -0 -
Lab029 1 14.8 14.7 4 Jo3]2.0] 48] 20 |[>6][]| 5.0 4.7 4 Jo2][43]145] 20 3.3
Total - - 144 ][ ot Jlos[35] - | - - - 4.7 91 Jo2l[43] - [ - |-
7% (Bias)% = { [ | B25HFME (Mean) - HAE{E (Target) | 1/ HAZ{H (Target) } x 100%
4R34 (TE, Total Error)% = 3772 (Bias)% + 2 x B4 E{4%] (CV)

o (Sigma) = (TEa% - 577% (Bias)%) / REFERAE (CV)
[TOP]
[ it |
Rt ¢ 5 [2014 V][05 V] [01 V] % [2016 v|[03 V] [31 ][ Change |
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

.4 | Reagent Kit | Target Mean || n for CV|| TE | TEa Target Mean | n for CV| TE || TEa
UnitdD £ 1 cogey + | (UrgHb) || Uighb) || Mean || 5P| )| @6) [ 90) || © ||| Wighb) | wrghb) | Mean [ 3P| )] @) || <6 | ©
Lab001 1 142 14.8 U - -0 2o - 46 5.0 U -0 - 20 -
Lab003 1 14.8 14.6 | 530 J[o.8] 5.5][123] 20 |3.4][][ 5.0 4.9 530 [[0.3][6.1]14.2]] 20 [[3.0
Lab004 1 15.0 15.0 81 ][0.3]2.0][4.0 ] 20 |[>6][][ 5.0 4.9 81 [o02][4.1]10.2] 20 4.4
Lab006 1 14.8 14.8 77 _J[o.6][4.1][ 8.1 ] 20 J[49][][ 5.0 49 77 J[0.3][6.1]14.2][ 20 |[3.0
Lab007 1 13.8 13.7 [ 244 Jo.5]3.6][ 8.0 ] 20 |[5.4][][ 45 45 244 [o02][44] 891 20 [45
Lab008 1 15.0 145 | 136 Jl0.7][4.8][13.0] 20 |[3.5][][ 5.0 4.7 136 [[0.3][6.4]18.8] 20 [[2.2
Lab010 1 14.8 143 73 J[0.5]3.5][10.4] 20 J[4.7][][ 5.0 438 73 Jo.2][4.2]12.3][ 20 [[3.8
Lab011 1 14.8 14.9 89 ][0.4]2.7][ 6.0 [ 20 |[>6][][ 5.0 5.1 89 [02][3.9] 9.8 20 4.6
Lab012 1 14.8 143 82 ][0.5]3.5][10.4] 20 |[4.7][][ 5.0 47 82 [o0.3][64]18.8] 20 2.2
Lab013 1 15.0 150 ][ 150 J[o.2] 1.3][ 2.7 [ 20 |[>6][][ 47 47 150 [[0.2][43] 8.5] 20 [4.7
Lab014 1 14.8 14.7 98 J[o4]2.7] 6.1 ] 20 |[>6][][ 5.0 4.7 98 [[0.2][4.3] 14.5]] 20 3.3
Lab015 1 14.8 143 |[ 146 J[0.8] 5.6][14.6] 20 |[3.0][J[ 5.0 4.9 146 [[0.3][6.1]14.2][ 20 |[3.0
Lab016 1 14.8 14.9 40 _J[o1J[o.7][2.0 20 ][>6][][ 5.0 49 40 J02][4.1]102][ 20 [[4.4
Lab029 1 14.8 14.9 89 ][0.3][2.0][ 4.7 [ 20 |[>6][][ 5.0 48 89 [o2][42]123][ 20 [3.8
Total - - 145 1836 Jlo7][48] - | - -0 - 48 | 1836 Jo3)63] - [ - | -
7 (Bias)% = { [ | BEFFHME (Mean) - HFE(E (Target) | 1/ HHE(E (Target) } x 100%
4H=R5% (TE, Total Error)% = 387 (Bias)% + 2 x BEFEEE(4E] (CV)

o (Sigma) = (TEa% - g7 (Bias)%) / RETEEAE (CV)
[TOP]

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




=ieBr B GoPD EBinly WM EGETER (BR2)

B4 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) V| Change |

% Reagent Kit © [1 - Trinity vI Change

| Control N H#a 1l Eatbnat 2 o |
| I | Control N (Lot No.: AD0326N) |
Month (2016/03) CUM (2014/05/01~2016/03/31)
UnitiD £ Reagent Ifit Target Mean nfor | ¢ IICV || TE || TEa | Target Mean nfor || oI CV |l TE || TEa |
(Code) £ (U/gHb) (U/gHb) | Mean (%) || (%) || (%) (U/gHb) (U/gHb) | Mean (%) || (%) || (%)
Lab001 1 14.2 - 0 - - - 20 - 14.2 14.8 1 - - - 20 -
Lab003 1 14.8 14.2 27 04128 | 9.7 20 || 5.7 14.8 14.6 530 || 0.8 5.5 | 123 20 | 3.4
Lab004 1 15.0 14.9 5 0.1][ 0.7 || 2.0 20 || >6 15.0 15.0 81 031/ 2.0 4.0 20 || >6
Lab006 1 14.8 14.8 5 021 14| 2.7 20 || >6 14.8 14.8 77 0.6 4.1 8.1 20 | 4.9
Lab007 1 13.8 - 0 - - - 20 - 13.8 13.7 244 10.5] 3.6 | 8.0 20 | 5.4
Lab008 1 15.0 14.6 9 04127 8.1 20 || >6 15.0 14.5 136 || 0.7]| 4.8 || 13.0 || 20 |[3.5
Lab010 1 14.8 14.4 3 02| 14| 55 20 || >6 14.8 14.3 73 0.5/ 3.5 1041 20 (4.7
Lab011 1 14.8 14.5 4 0.5/ 34| 89 20 ||5.3 14.8 14.9 89 041 27| 6.0 20 || >6
Lab012 1 14.8 13.8 5 04129 | 12.6 | 20 | 4.6 14.8 14.3 82 0.5( 3.5 1041 20 (4.7
Lab013 1 15.0 14.9 9 02113 34 20 || >6 15.0 15.0 150 || 0.2)| 1.3 | 2.7 20 || >6
Lab014 1 14.8 14.7 9 04127 6.1 20 | >6 14.8 14.7 98 04127 6.1 20 || >6
Lab015 1 14.8 13.6 9 031([22 ] 12.5] 20 (|54 14.8 14.3 146 | 0.8]| 5.6 || 14.6 || 20 |[3.0
Lab016 1 14.8 15.0 2 - - - 20 - 14.8 14.9 40 0.1 0.7 || 2.0 20 || >6
Lab029 1 14.8 14.7 4 0.3 2.0 | 4.8 20 || >6 14.8 14.9 89 0.3 2.0 | 4.7 20 || >6
Total - - 14.4 91 0.5] 3.5 - - - - 14.5 1836 | 0.7 4.8 - - -
72 (Bias)% = { [ | BETEIS(E (Mean) - HHE{H (Target) | ]/ FE{H (Target) } x 100%
43572 (TE, Total Error)% = 3872 (Bias)% + 2 x Rt RAH (CV)
o (Sigma) = (TEa% - 7 (Bias)%) / RE188 FAAE (CV)
A%zt : [2016 v][03 V]| Change FEHHAR (CUM) @ 5 [2014 V] [05 V][01 V] & [2016 V|[03 V][31 V|| Change
[TOP]
| Control D B4t Zatanat 2 b |
Control D (Lot No.: AD0326D)
Month (2016/03) CUM (2014/05/01~2016/03/31)
UnitiD £ Reagent Ifit Target Mean nfor | ¢ IICV || TE || TEa | Target Mean nfor || I CV |l TE || TEa |
(Code) £ (U/gHb) (U/gHb) | Mean %) || (%) || (%) (U/gHb) (U/gHb) | Mean (%) || (%) || (%)
Lab001 1 4.6 - 0 - - - 20 - 4.6 5.0 1 - - - 20 -
Lab003 1 5.0 4.6 27 02| 43| 16.7] 20 |[2.8 5.0 4.9 530 (03] 6.1 | 1424 20 | 3.0
Lab004 1 5.0 4.9 5 0.1/2.01| 6.1 20 || >6 5.0 4.9 81 0.2 4.1 10.2]] 20 (4.4
Lab006 1 5.0 4.9 5 0.112.0]| 6.1 20 || >6 5.0 4.9 77 0.3 6.1 || 14.2|] 20 | 3.0
Lab007 1 4.5 - 0 - - - 20 - 4.5 4.5 244 (1021 44 || 89 20 | 4.5
Lab008 1 5.0 4.8 9 0.11f 2.1 8.2 20 || >6 5.0 4.7 136 || 03] 6.4 || 188 | 20 |[2.2
Lab010 1 5.0 4.7 3 0.0([ 0.0 || 6.0 20 || >6 5.0 4.8 73 02142 | 12.3] 20 (3.8
Lab011 1 5.0 5.1 4 0.1(/201{ 59 20 || >6 5.0 5.1 89 02139 9.8 20 |l 4.6
Lab012 1 5.0 4.7 5 02| 43| 14.5] 20 |3.3 5.0 4.7 82 03| 64 | 1881 20 |22
Lab013 1 4.7 4.6 9 0.11/22]| 6.5 20 || >6 4.7 4.7 150 ||0.21]| 43 | 8.5 20 | 4.7
Lab014 1 5.0 4.7 9 02143 | 145] 20 (3.3 5.0 4.7 98 02143 | 145| 20 (3.3
Lab015 1 5.0 4.6 9 0.11][ 22 123 20 (5.5 5.0 49 146 | 03] 6.1 || 14.2{| 20 |[3.0
Lab016 1 5.0 4.9 2 - - - 20 - 5.0 4.9 40 021 4.1 102| 20 (4.4
Lab029 1 5.0 4.7 4 02| 43| 14.5] 20 |3.3 5.0 4.8 89 0.2 42| 12.3]] 20 | 3.8
T 1 o T ool L s Jwefoslesl [ |
52 (Bias)% = { [ | BETEIE (Mean) - FS{E (Target) | 1/ F {4 (Target) } x 100%
HEER7 (TE, Total Error)% = 387 (Bias)% + 2 x REHEELAEY (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / RETHEFAE (CV)
Azt AR (CUM) : 4 2014 V] [05 v][07 V] 2 [2016 ] [03 V|[31 /] | Change |
[TOP]

Reagent Kit

||Reagent Code|

rl“rinity

1
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