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G6PD & &b ElmE

Seat&E R e SDI J34fiilH]

#E4% LotNo : ADO0326N (2014-04-01 ~ 2100-12-31)  Change
SIER 2
. i%BRF(r:Lab014 |
\ \ Control N \ Control D
| QC Control Lot No. | ADO0326N | AD0326D
BRI Month CuMm Month CUM
PR (2016/06) | (2016/04/01~2016/06/30) | (2016/06) | (2016/04/01~2016/06/30)
! 2B (N) 8| 26 s 26
| E:FPSE (Mean)UigHb | 150 | 14.8 |49 | 4.8
y Z3HEdE (SD) [ 03 | 0.4 [ 01 | 0.2
| EEEEERCVH% | 20 | 2.7 | 20 | 4.2
| HEE (Target) UgHb | 148 | 14.8 50 | 5.0
| iz (TE) % | 54 | 5.4 | 61| 12.3
| AEEEmE (TEa)% | 20| 20 | 20 | 20
] o 6| >6 [ >6 | 3.8
87% (Bias)% = { [ | &-FH9{H (Mean) - HIE{H (Target)| ]/ HIE{H (Target) } x 100%
4= (TE, Total Error)% = 357 (Bias)% + 2 x EE{8E (48 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Bat4: R 48 (CV)
F4 st 2016 06 Change ; ZETHART (CUM): |5 2016 04 01 Z 2016 06 30 Change
[TOP]
Control N SDI 57 {fifE |
Lot No.: ADO326N ; il : 2016-04-01 % 2016-06-30 ; HHZfH (Target) : 14.8 ; &% {Z#:7% (SD) : 0.5 Fifir : Lab014
Lab014
+3 5.0,
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+1 5.0, . * .
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L ] » * L] L
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B4zt : 2016 06 Change ; ZETHARI(CUM): [H 2016 04 01 % 2016 06 30 Change
TOP
Control D SDI 53ffi[& |
Lot No.: AD0326D ; #aEgiliifs] : 2016-04-01 Z 2016-06-30 ; [ #E{H (Target) : 5.0 ; & HE:%32 (SD) : 0.3 iz : Lab014
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+2 5,0,
+1 5.0.
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Z B E L GOPD EBER NEMmESTER (BR—)
3HE LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) V| Change |

JEFE Reagent Kit © [1 - Trinity vI Change

T A%t |
izt AH : [2016 v|[06 v]| Change |
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

UnitD £ Reagent Kit | Target Mean | n for ; CV|| TE || TEa - Target Mean | n for ; CV| TE | TEa -
“ || (Code) | (UlgHb) | (U/gHb) | Mean )| (%) |[ (%) (U/gHb) | (U/gHb) | Mean @) | (%) | (%)
Lab003 1 148 | 138 | 27 J[0.5][3.6][14.0][ 20 |37 50 45 | 27 J[o.1][2.2]14.4] 20 |[45]
Lab004 1 15.0 14.7 5 J[o3][2.0][ 6.1][ 20 |[>6 5.0 49 5 Jfo.a][2.0] 6.1 ] 20 ][>6]
Lab006 1 14.8 14.6 4 J[03][2.1][5.5][ 20 |[>6 5.0 4.8 4 Jl02][42]123] 20 |[3.8]
Lab008 1 15.0 14.2 9 ][0.3][2.1][ 9.6 ][ 20 ][>6 5.0 4.5 9 J[o.1][2.2][14.4] 20 ][4.5]
Lab010 1 14.8 14.3 4 Jo2][14][62][ 20 ][>6 5.0 4.5 4 J[o.1][2.2]14.4] 20 ][4.5]
[ Lab0ll || 1 [ 148 J 150 | 4 Jo2][13][40][20][>6]] 50 J 51 | 4 Jo.1][2.0]5.9] 20][>6]
Lab012 1 14.8 14.1 4 J[o3][2.1][9.0][ 20 ][>6 5.0 4.8 4 Jlo.a][2.1] 82 ] 20 ][>6]
Lab013 1 15.0 14.8 9 Jlo.1]l0.7][ 2.7 ][ 20 |[>6 4.7 4.6 9 Jlo.1][22] 6.5 ] 20 |[>6]
Lab014 1 14.8 15.0 8 Jl03][2.0][ 5.4][ 20 |[>6 5.0 49 8 J[oa][2.0] 6.1 ] 20 |[>6]
Lab015 1 14.8 154 7 J[03][1.9][ 8.0 ][ 20 |[>6 5.0 53 7 _Jlo.1][19] 9.8 | 20 |[>6]
Lab016 1 14.8 14.8 3 Em 14 ][ 20 |[>6 5.0 48 3 Ezl 8.2 | 20 |[>6]
Lab029 1 14.8 14.9 4 Jlo2][1 34 20 ][>6 5.0 4.9 4 Jlo.][2.0] 6.1 ] 20 |[>6]
T T T s T e o T o T e -]

3822 (Bias)% = { [ | BEFPHIME (Mean) - EEHE (Target) | 1/ EBYE (Target) } x 100%

HEERFE (TE, Total Error)% = 5825 (Bias)% + 2 x REMHEBEMAKEL (CV)

o (Sigma) = (TEa% - 3Rz (Bias)%) / REHEREE (CV)

[TOP]
[ RitharR |

E=HHART ¢ &8 [2014 v][05 v|[01 V] E [2016 v|[06 V][30 v|

| I | Control N (Lot No.: AD0326N) I Control D (Lot No.: AD0326D) |
. ¢ Reagent Kit | Target Mean || n for [l CV|| TE || TEa Target Mean | n for [ CV | TE | TEa ]
UnitlD =11 eyt || (Ughb) | (UlgHb) | Mean || 5P| @[ %) || @) || © ||| (UrgHb) | (Urghby | Mean || 5P| ©6) | @) | <o) | ©
Lab001 1 142 14.8 - 2o - 4.6 5.0 - 2o -]
Lab003 1 14.8 145 | 605 ][0.8][5.5][13.1][ 20 |[3.3 5.0 48 | 605 ][0.3][63]16.5] 20 |[2.5]
Lab004 1 15.0 150 | 94 Jlo.3][2.0][4.0][ 20 ][>6 5.0 4.9 94 J02][4.1][10.2] 20 ][4.4]
Lab006 1 14.8 148 | 89 ][o.6][4.1][8.1] 20 |[4.9 5.0 4.9 89 ][0.3][6.1 ] 14.2] 20 |[3.0]
Lab007 1 13.8 13.7 ][ 244 J[0.5][3.6][ 8.0 ][ 20 |[5.4]] 45 45 | 244 J[02][4.4] 8.9 ] 20 |[4.5]
Lab008 1 15.0 145 | 162 J[o.6][4.1][11.6][ 20 |[4.1 5.0 46 | 162 J[0.3][6.5]21.0] 20 |[1.8]
Lab010 1 14.8 143 | 83 ][0.5][3.5][10.4][ 20 |[4.7 5.0 438 83 J[0-2][4.2]12.3] 20 |[3.8]
Lab011 1 14.8 150 [ 103 J[0.3][2.0][ 5.4 ][ 20 |[>6 5.0 5.1 103 ][0.2][3.9] 9.8 | 20 |[4.6]
Lab012 1 14.8 143 [ 96 J[0.5][3.5][10.4][ 20 |[4.7 5.0 47 96 ][0.3][6.4 ] 18.8] 20 |[2.2]
Lab013 1 15.0 149 | 176 J[0-2][13][ 3.4 ][ 20 |[>6 47 47 176 J[0-2][43] 8.5 | 20 |[4.7]
Lab014 1 14.8 148 | 124 J[0.4][2.7][ 5.4 ][ 20 |[>6 5.0 47 | 124 ][0.2][4.3][14.5] 20 |[3.3]
Lab015 1 14.8 144 | 174 J[o.8][5.6][13.8][ 20 |[3.1 5.0 49 | 174 J[0.3][6.1 ] 14.2] 20 |[3.0]
Lab016 1 14.8 149 | 50 Jlo.1][0.7][2.0][ 20 |[>6 5.0 4.9 50 J[o.1][2.0] 6.1 ] 20 |[>6]
Lab029 1 14.8 149 | 104 J[0.3][2.0][ 4.7 ][ 20 |[>6 5.0 48 104 ][0.2][4.2][12.3] 20 |[3.8]
Total - - 145 | 2105 ][0.7][4.8 - - - 48 | 2105 J[03][63] - | - |- ]

Rz (Bias)% = { [ | REFEIE (Mean) - BEME (Target) | 1/ EERH (Target) } x 100%

YEERZE (TE, Total Error)% = $RZ= (Bias)% + 2 x BEHEBEGBE (CV)

o (Sigma) = (TEa% - 3822 (Bias)%) / RatBREE (CV)

[TOP]
Reagent Kit Reagent Code

Trinity 1




HieEREL GOoPD EERE NEmERETER (ERT)

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

7832 Reagent Kit : |1 - Trinity vl Change

| Control N H#E M HE MR Z ELlER |
Control N (Lot No.: AD0326N)
Month (2016/06) CUM (2014/05/01~2016/06/30)
UnitiD £ Reagent Kit Target Mean n for 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 - - - |20 | - 14.2 14.8 1 - - - |l 20 -
Lab003 1 14.8 13.8 27 |[0.5] 3.6 140 20 |[3.7 14.8 14.5 605 [ 0.8] 5.5 13.1[ 20 |33
Lab004 1 15.0 14.7 5 0320 6.1 | 20 [[>6 15.0 15.0 94 03 20( 4.0 | 20 || >6
Lab006 1 14.8 14.6 4 |[03] 211 55| 20 |[>6 14.8 14.8 89 0.6 4.1 81| 20 [4.9
Lab007 1 13.8 - 0 - - - 20 || - 13.8 13.7 244 110.5( 3.6 8.0 || 20 |54
Lab008 1 15.0 14.2 9 (03] 21 96 | 20 |[>6 15.0 14.5 162 ||0.6] 4.1 || 11.6] 20 | 4.1
Lab010 1 14.8 14.3 4 |02 14] 62 | 20 |>6 14.8 14.3 83 |10.5( 3.5|[104] 20 | 4.7
Lab011 1 14.8 15.0 4 021 13| 4.0 | 20 [|>6 14.8 15.0 103 (03201 54 | 20 | >6
Lab012 1 14.8 14.1 4 ][03][2.1] 9.0 | 20 ||>6 14.8 14.3 96 0.5 3.5][104] 20 [ 4.7
Lab013 1 15.0 14.8 9 0.1]07 | 2.7 | 20 [|>6 15.0 14.9 176 0.2 1.3 || 3.4 || 20 | >6
Lab014 1 14.8 15.0 8 [[03[20] 54 20 |[>6 14.8 14.8 124 0427 54| 20 || >6
Lab015 1 14.8 15.4 7 03 19| 80| 20 |[>6 14.8 14.4 174 |10.8| 5.6 || 13.8 ]| 20 |/ 3.1
Lab016 1 14.8 14.8 3 0.107| 14| 20 |[[>6 14.8 14.9 50 (0.1 0.7 2.0 20 ||>6
Lab029 1 14.8 14.9 4 02| 13| 34 | 20 |[[>6 14.8 14.9 104 |03 2.0 4.7 || 20 || >6
Total 14.5 88 [|0.6 4.1 - - - 14.5 2105 |[0.7] 4.8 - - -
72 (Bias)% = { [ | REFME (Mean) - EABHUE (Target) | 1/ BBUE (Target) } x 100%
4E3R7= (TE, Total Error)% = g7 (Bias)% + 2 x BT EMAE (CV)
o (Sigma) = (TEa% - FRz= (Bias)%) / Rt ERIAE (CV)
B&st © [2016 v [06 V|| Change BHHARE (CUM) : B (2014 v|[05 v][01 v| & [2016 v|[06 v|[30 V]| Change
[TOP]
| Control D H#E I B HRaT Z ELiER |
| || || Control D (Lot No.: AD0326D) |
| | | Month (2016/06) L] CUM (2014/05/01~2016/06/30) |
UnitiD 4 Reagent Kit Target Mean n for 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 4.6 - 0 - - - |20 | - 4.6 5.0 1 - - - |l 20 -
Lab003 1 5.0 4.5 27 |[0.1][22 ] 144 20 |[4.5 5.0 4.8 605 (03] 63165 20 |25
Lab004 1 5.0 4.9 5 [[o.1|20] 6.1 20 |[>6 5.0 4.9 94 |02 4.1][10.2] 20 [4.4
Lab006 1 5.0 48 4 |fo2]42]123] 20 |[3.8 5.0 49 89 J[03][6.1]|[142]] 20 |3.0
Lab007 1 4.5 - 0 - - - 20 | - 4.5 45 244 0.2 4.4 8.9 || 20 |45
Lab008 1 5.0 4.5 9 ||0.1] 22144 20 |45 5.0 4.6 162 |/0.3] 6.5(21.0] 20 || 1.8
Lab010 1 5.0 4.5 4 ||0.1]22] 144 20 |45 5.0 4.8 83 |02 42][12.3] 20 3.8
Lab011 1 5.0 5.1 4 0.1]20( 59 | 20 [|>6 5.0 5.1 103 |(0.2] 391 9.8 || 20 ||4.6
Lab012 1 5.0 4.8 4 0.1 2.1 82 | 20 [[>6 5.0 4.7 96 |03 6.4 18.81|| 20 (2.2
Lab013 1 4.7 4.6 9 0.1]22( 6.5 | 20 [|>6 4.7 4.7 176 (0.2 43| 85 (| 20 || 4.7
Lab014 1 5.0 4.9 8 0.1]20( 6.1 | 20 [|>6 5.0 4.7 124 (0.2 43|/ 14.5( 20 |3.3
Lab015 1 5.0 53 7 0119 98 | 20 [[>6 5.0 4.9 174 03| 6.1 ([ 14.2 20 | 3.0
Lab016 1 5.0 4.8 3 0.12.1| 82| 20 |[>6 5.0 4.9 50 (0.1 2.0 6.1 || 20 || >6
Lab029 1 5.0 4.9 4 0.120| 6.1 || 20 |[>6 5.0 4.8 104 |02 4.2 || 12.3]] 20 | 3.8
Total - 4.7 88 (|03 6.4 - - - - 4.8 2105 || 0.3 6.3 - - -
72 (Bias)% = { [ | REFME (Mean) - EABHUE (Target) | 1/ BBUE (Target) } x 100%
4E3R7= (TE, Total Error)% = g7 (Bias)% + 2 x BT EMAE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RetEBRAB(CV)
A%t : [2016 v][06 V|| Change | RExHHAR (CUM) : 5 [2014 v|[05 v|[01 v| % [2016 V|[06 v|[30 V]| Change
[TOP]
Reagent Kit Reagent Code

Trinity 1
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