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Control N Control D
G6PD
(Lot No.:ADO0326N) (Lot No.:AD0326D)
foac B 1 11

B IFHC (n) 73 73
¢ i+ # (Median) 14.6 (U/gHb) 4.8 (U/gHb)
T2 (Mean) 14.4 (U/gHb) 4.9 (U/gHb)

%1 (SD) 0.8 0.4
%3 % (CV) 5.6% 8.2%

G6PD t& % (& [l 11.4 ~ 15.3 (U/gHb) 4.3 ~6.1 (U/gHDb)

Hb & % & 4 ¥l 2.0~2.7 (g/dL) 2.1~2.7(g/dL)
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G6PD & B iwba Nl mE St 45 R K SDI il

EE4% LotNo © ADO0326N (2014-04-01 ~ 2100-12-31)  Change
1|1
| RBRE(L: Lab016 |
| | Control N | Control D
| QC Control Lot No. | ADO0326N | AD0326D
BRI Month CUuM Month CuM
RIS (2016/09) | (2015/11/05~2016/09/30) | (2016/09) | (2015/11/05~2016/09/30)
| FETBER (N) [ 3 | 26 | 3 | 26
| Z:TE9ME (Mean)UigHb | 148 | 14.9 |48 | 4.9
\ et (SD) |01 | 0.1 o1 | 0.1
| FEEEABCV% | 07 | 0.7 21| 2.0
| HfE[E (Target)UigHb | 148 | 14.8 50 | 5.0
| 4aERsE (TE) % | 14| 2.0 . 82 | 6.1
| WA= (TEa)% | 20| 20 20 | 20
\ o [ >6 | >6 | >6 | >6
7 (Bias)% = {[ | P ¥#9(H (Mean) - FfR{A (Target) |1/ FE{E (Target) } x 100%
#eziz= (TE, Total Error)% = 7% (Bias)% + 2 x Rat8H 48 (CV)
o (Sigma) = (TEa% - 7 (Bias)%) / R85 4% (CV)
H%izt © 2016 09 Change ZEHHART (CUM) : 5 2015 11 05 % 2016 09 30 Change
TOP
Control N SDI 57{fiE |
Lot No.: ADO326N ; f&EsHAR © 2015-11-05 & 2016-09-30 ; HiZ{E (Target) : 14.8 ; %432 (SD) : 0.5 Ffir : Lab016
Lab016
+3 5,0,
+2 5.0,
+1 5.0,
Target [ ] . hd [ ] hd [ ] L ] [ ] . hd o * [ ] . [ ] . [ ] [ ] . - - - [ ]
-1 5.0, *
=2 5.0,
=3 5.D.
Date 11-05 11-19 12-03 12-17 12-31 01-14 02-04 02-25 03-10 03-23 04-07 04-12 04-21 05-05 05-19 06-02 06-09 06-30 07-07 07-21 08-04 08-18 06-26 09-01 09-08 09-22

B4zt 2016 09 Change ; ZEFHAR (CUM): [ 2015 11 05 % 2016 09 30 Change
TOP
Control D SDI 73 [&
Lot No.: AD0326D ; #:ExiAR © 2015-11-05 % 2016-09-30 ; [ {E{# (Target) : 5.0 ; S¥#{@s#32 (SD) : 0.3 i : Lab016
Lab016
+3 5.0,
+2 5.0,
+1 5.0,
Target o a = a = = a = a o a =] a a a a = a o
-1 5.0, 1= = o B =3
-2 5.0,
=3 5.0,
Date 11-05 11-19 12-03 12-17 12-31 01-14 02-04 02=25 03-10 03=-23 04=07 04=-12 0d4=-21 05-05 05-19 06-02 06-09 06=30 0707 07=-21 08-04 08-18 08-26 09-01 09-08 09-22

H%gzt @ 2016 09

Change

)

FEHHART (CUM) : H 2015 11 05 & 2016 09 30

Change

TOP



Control N 5z Control D SDI
paNiiili=

Lot No.: AD0326N ; iR : 2015-11-05 % 2016-09-30 ; H (4 (Target) : 14.8 ; 2 {m43% (SD): 0.5 ()

Lot No.: AD0326D ; fEsfART : 2015-11-05 Z 2016-09-30 ; FfZ{# (Target) : 5.0 ; £#fT#34 (SD): 0.3 (o) A : Lab016
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Date 11-05 11-19 12-03 12-17 12-31 01-14 02-04 02-25 03-10 03-23 04-07 04-12 04-21 05-05 05-19 06-02 06-09 06-30 07-07 07-21 08-04 08-18 06-26 09-01 05-08 09-22

H4izst @ 2016 09 Change ; ZEHI (CUM): B 2015 11 05 % 2016 09 30 Change

TOP




BheERE{r GOPD EEMER NEHmEETER (R —)
#E4E LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

JEFE Reagent Kit : [1- Trinity v

[ B%itE |
Gt AL
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

. | ReagentKit || Target | Mean | nfor CV| TE | TEa Target || Mean || nfor CV || TE || TEa
UnitlD = | 4y ¢ || (U/gHb) || (UrgHb) | Mean SPUoayl @) [ <) | © ||| (Urekb) || (U/eHb) || Mean |[SP|| @) || o) || @) || ©
[ Lab003 | 1 [ 148 J 138 ] 21 Jraf[s.o]227] 20 J17][J[ 50 ][ 53 ][ 21 J[o.6][11.3][28.6][ 20 ][1.2]

Lab004 1 15.0 15.2 4 Joa][o.7][ 2.6 [ 20 [>6][][ 5.0 5.1 4 J[o.0][0.0][2-0][ 20 |[>6]

Lab006 1 14.8 14.8 4 Jlo2][1a] 27 ] 20 [>6][][ 5.0 47 4 Jo2][43][14.5][ 20 |[3.3]
| Laboog | 1 [ 145 J 140 ] 8 Jo3][21] 7720 ]>6][][ 46 ][ 46 | 8 Joa][22][43][ 20 |>6]

Lab010 1 14.8 14.1 4 J[0.4][2.8 10.4] 20 ][5.5][][ 5.0 44 4 J[0.1][ 2.3 ][16.5][ 20 |[3.5]

Lab0l11 1 14.8 14.8 5 J[03][2.0] 4.1 ] 20 J>6][][ 5.0 4.9 5 Jloa][2.0] 6.1 ][ 20 |[>6]
[ Labo12 | 1 [ 148 J 136 ] 3 Jo2][rs]1rof 20 >6][][ 5.0 ][ 46 ][ 3 J02][43][16.7][ 20 ][2.8]

Lab013 1 15.0 14.9 8 Jlo.1][0.7][ 2.0 ] 20 [>6][][ 47 4.6 8 Jlo.a][22][6.5][ 20 |[>6]

Lab014 1 14.8 14.7 9 Jlo.5][3.4] 7.5 ] 20 5.7][][__5.0 4.9 9 Jlo.1][2.0][ 6.1 ][ 20 ][>6]
[ Labol6 | 1 [ 148 | 148 | 3 Joa]fo7] r4a] 20 [>6][][ 50 ][ 48 | 3 Joa][2.1][82][20 ][>6]

Lab029 1 14.8 14.6 4 Jo3][2.1] 55 ] 20 [>6][][ 5.0 47 4 ][o.1][ 2.1 ][10.3][ 20 |[>6]

Total - - 144 | 73 Jos][s6] - [ - -1l - 4.9 73 Jloa][82] - ][ - -]
SR (Bias)% = { [ | BE-FEI(E (Mean) - EFE{HE (Target) | 1/ EIFE{E (Target) } x 100%

#ER72 (TE, Total Error)% = 327 (Bias)% + 2 x REFEE{AE] (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / RETEE(AEL (CV)
[TOP]
[ Eslfat® |
AR ¢ [2014 v][05 v][01 v] & [2016 V] [09 Vv][30 v|
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

.4+ || ReagentKit || Target Mean | n for CV | TE | TEa Target Mean || n for CV| TE ||TEa
UnitlD £ || ey £ || (Ureib) || (U/gHb) | Mean | 5P|[) | @) | @) | © ||| Wretib) | urghb) || Mean |52 @) | ©4) || o) | ©
[Laboor J[ v J[ 142 148 [ 1 J-00- - T2 - 46 [ so0 Jt J[-J-1 - Jf20]-]

Lab003 1 14.8 145 | 657 Jo.8][5.5]13.1] 20 |[3.3 5.0 4.9 657 ][0.4][8.2][18.3][ 20 J22

Lab004 1 15.0 15.0 | 104 J0.3][2.0] 4.0 | 20 |>6 5.0 4.9 104 Jl0.2][4.1 [10.2][ 20 [[4.4
[ Lab006 || 1 || 148 | 148 | 102 Jo6|[41]8.1] 20 [49]] 50 | 49 | 102 [[0.3]6.1]14.2] 20 |3.0]

Lab007 1 13.8 13.7 | 244 Jo5][3.6] 8.0 [ 20 [[5.4 4.5 4.5 244 ][0.2][4.4] 8.9 ][ 20 [[4.5

Lab008 1 14.5 145 ] 188 Jo.6][4.1] 8.3 ] 20 J49 4.6 4.6 188 J[0.3][6.5 ][ 13.0][ 20 [3.1
| Labo10 || 1 || 148 | 143 ] 92 Jos5][35]104] 20 [47]] 50 | 47 | 92 |0.3][6.4]18.8] 20 [2.2]

Lab011 1 14.8 14.9 | 118 Jo0.3][2.0] 4.7 ] 20 [>6 5.0 5.1 118 ][0.2][3.9] 9.8 ][ 20 4.6

Lab012 1 14.8 142 | 113 Jo5][3.5]11.1] 20 |46 5.0 4.7 113 ][0.2][4.3 [ 14.5][ 20 |[3.3
[ Lab013 || 1 [ 150 | 149 | 201 Jo2][13]34] 20 [>6]] 47 | 46 | 201 [[0.2][43]10.8] 20 [4.2]

Lab014 1 14.8 148 | 152 Jo.4][2.7] 54 ] 20 |[>6 5.0 4.8 152 [02][4.2]12.3][ 20 |[3.8

Lab015 1 14.8 144 ] 174 Jo.8][5.6]13.8] 20 3.1 5.0 4.9 174 |[0.3][6.1 [ 14.2][ 20 [[3.0
| Lab016 || 1 | 148 | 149 | 58 Jou]o7]20] 20 |>6]] 50 | 49 | 58 [o.1]2.0]6.1] 20]>6]

Lab029 1 14.8 149 | 117 Jo3][2.0] 4.7 ] 20 [>6 5.0 4.8 117 J[0.2][42]12.3][ 20 |38

Total - - 145 ] 2321 Jo7][as8] - | - | - - 48 |[2321][03][63] - I[ - | -
72 (Bias)% = { [ | REHPII(E (Mean) - EAE{E (Target) | 1/ EFE{E (Target) } x 100%
4E=52= (TE, Total Error)% = 272 (Bias)% + 2 x B8 B 48 (CV)

o (Sigma) = (TEa% - 257 (Bias)%) / B 5248 (CV)
[TOP]
Reagent Kit Reagent Code|

Trinity 1




EixBR B GoPD E B N mEFRTER (BRT)
#E4Z LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

#5EJ5% Reagent Kit : [1 - Trinity vI Change

FIEN#ZR_
| Control N A#4tat Bl 25 [ 4at 2 L |
| | | Control N (Lot No.: AD0326N) |
| | | Month (2016/09) Il CUM (2014/05/01~2016/09/30) |
Unitip + Reagent Kit Target Mean n for S_D CV | TE || TEa - Target Mean n for D CV | TE | TEa -
- (Code) t (U/gHb) | (U/gHb) || Mean (%) || (%) | (%) (U/gHb) || (U/gHb) | Mean (%) || (%) || (%)

Lab001 1 14.2 - 0 i - - | 20| - 14.2 14.8 1 - - - )20 | -
Lab003 1 14.8 13.8 21 J[r1][8.0]227] 20 1.7 14.8 14.5 657 |0.8] 5.5 13.1| 20 ||3.3
Lab004 1 15.0 15.2 4 E 0.7 2.6 || 20 ||>6 15.0 15.0 104 (03 2.0 40 | 20 | >6
Lab006 1 14.8 14.8 4 Jlo2][14] 2.7 ] 20 ][>6 14.8 14.8 102 0.6 4.1 | 8.1 | 20 4.9
Lab007 1 13.8 - 0 : - - 20 | - 13.8 13.7 244 0.5 3.6 || 8.0 | 20 |5.4
Lab008 1 14.5 14.0 8 Jlo3)[21] 77 ] 20 ]>6 14.5 14.5 188 0.6 4.1 | 83 | 20 [4.9
Lab010 1 14.8 14.1 4 Jo4][2.8] 104 ] 20 |55 14.8 14.3 92 |0.5]3.5] 104 20 |47
LabO11 1 14.8 14.8 5 E 2.0 4.1 || 20 || >6 14.8 14.9 118 (03 2.0 47 | 20 | >6
Lab012 1 14.8 13.6 3 E 1.5 11.0| 20 || >6 14.8 14.2 113 (0.5 3.5 (| 11.1| 20 | 4.6
Lab013 1 15.0 14.9 8 E 0.7 2.0 || 20 |[>6 15.0 14.9 201 (02 1.3 | 3.4 || 20 | >6
Lab014 1 14.8 14.7 9 E 34| 7.5 | 20 |[5.7 14.8 14.8 152 (04 27| 54 || 20 || >6
Lab015 1 14.8 - 0 : - - 20 | - 14.8 14.4 174 (0.8 5.6 | 13.8 | 20 | 3.1
Lab016 1 14.8 14.8 3 E 07| 1.4 ] 20 |[>6 14.8 14.9 58 0.1 0.7 2.0 || 20 ||>6
Lab029 1 14.8 14.6 4 E 2.1 | 55| 20 | >6 14.8 14.9 117 (03 2.0 47 | 20 | >6
Total - - 14.4 73 E 5.6 - - - - 14.5 2321 ||0.7] 4.8 - - -

277 (Bias)% = { [ | B 5 FE9ME (Mean) - HZE{E (Target) | 1/ HIZE{E (Target) } x 100%

457 (TE, Total Error)% = 227 (Bias)% + 2 x RS F(AE (CV)

o (Sigma) = (TEa% - 72 (Bias)%) / BT R4 (CV)

A4zt + [2016 v][09 V]| Change Z AR (CUM) @ A [2014 v][05 v|[01 V] Z [2016 v|[09 V| [30 V]| Change

[TOP]
|_Control D H#fizt Bl R a4t Ehic: |
| | | Control D (Lot No.: AD0326D) |
| i I[ Month (2016/09) Il CUM (2014/05/01~2016/09/30) |
UnitiD £ Reagent Kit Target Mean n for D CV || TE | TEa ] Target Mean n for D CV | TE | TEa

nitlD = (Code) * (U/gHb) || (U/gHb) | Mean @) || %) || @) | ® |||l (U/gHb) || (U/gHb) | Mean @) || @) | @) || °
Lab001 1 4.6 - 0 - - - |20 | - j 4.6 5.0 1 - - - | 20| -
Lab003 1 5.0 5.3 21 |0.6]11.3[28.6] 20 |12 : 5.0 4.9 657 [0.4] 82| 183 20 |22
Lab004 1 5.0 5.1 4 0.0] 0.0 || 2.0 || 20 ||>6 : 5.0 4.9 104 ||0.21| 4.1 10.2| 20 (4.4
Lab006 1 5.0 4.7 4 021 43 || 14.5] 20 |3.3 : 5.0 4.9 102 (03 6.1 | 142 20 3.0
Lab007 1 4.5 - 0 - - - 20 || - : 4.5 4.5 244 102 4.4 | 89 || 20 [|4.5
Lab008 1 4.6 4.6 8 0.1 22 | 43 || 20 || >6 : 4.6 4.6 188 |03 6.5 13.0| 20 (3.1
Lab010 1 5.0 4.4 4 0.1] 2.3 |[16.5] 20 ||3.5 : 5.0 4.7 92 |03 6.4 18.8| 20 |22
Lab011 1 5.0 4.9 5 0.1] 2.0 || 6.1 || 20 ||>6 : 5.0 5.1 118 0239 9.8 | 20 (4.6
Lab012 1 5.0 4.6 3 021 43 |[16.7| 20 [2.8 : 5.0 4.7 113 (0243 145| 20 |33
Lab013 1 4.7 4.6 8 0.1 22 | 6.5 | 20 ||>6 : 4.7 4.6 201 |02 4.3 | 10.8| 20 [ 4.2
Lab014 1 5.0 4.9 9 0.1] 2.0 || 6.1 || 20 ||>6 : 5.0 4.8 152 (0242123 | 20 |3.8
Lab015 1 5.0 - 0 - - - 20 || - : 5.0 4.9 174 (03 6.1 || 142 20 |3.0
Lab016 1 5.0 4.8 3 0.1 2.1 || 82 || 20 ||>6 : 5.0 4.9 58 |[0.1]2.0] 6.1 || 20 || >6
Lab029 1 5.0 4.7 4 0.1] 2.1 |[10.3] 20 ||>6 : 5.0 4.8 117 |02 4.2 | 12.3| 20 [|3.8
Total - - 4.9 73 |[0.4] 8.2 - - - : - 4.8 2321 [10.3] 6.3 - - -

277 (Bias)% = { [ | B 5 F9ME (Mean) - HZE{E (Target) | 1/ HIZE{E (Target) } x 100%

457 (TE, Total Error)% = 227 (Bias)% + 2 x RS F(AH (CV)

o (Sigma) = (TEa% - 357 (Bias)%) / Rat8 R{AH (CV)

A%t : [2016 v][09 V|| Change ZEHHAR (CUM) : [ [2014 v][05 V][01 V] % [2016 V][09 V| [30 V|| Change

[TOP]
Reagent Kit Reagent Code

Trinity 1
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