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Control N Control D
G6PD
(Lot No.:AE0909N) (Lot No.:AE0909D)
S4c H > 12 12
w3 Hc (n) 94 94
® =% (Median) 14.2 (U/gHb) 5.7 (U/gHb)
T2 (Mean) 14.3 (U/gHb) 5.7 (U/gHb)
&% (SD) 0.6 0.3
%3 %k (CV) 4.2% 5.3%
G6PD t& &% & 4 [l 13.1 ~ 16.1 (U/gHb) 5.2 ~ 6.7 (U/gHb)
Hb & % (& 4 [l 2.0~2.4(g/dL) 2.1~2.5(g/dL)
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** G6PD Method = Trinity reagent kit, 37°C
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G6PD & RIRBRI S Gt G R SDI 53 Ml

#EE LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change

S %
N = .
| BRI :Lab009 |
‘ ] Control N ] Control D
| QC Control Lot No. | AEO0909N | AE0909D
| Month CUM Month CUM
IR (2017/08) | (2017/02/24~2017/08/31) | (2017/08) | (2017/02/24~2017/08/31)
| Z 8 (N) 4 26 4 26
| Z:TME (Mean)UigHb | 143 | 14.3 | 59 | 5.8
\ eI (SD) 04 | 0.4 03 | 0.2
| EEmEGARCVY% | 28 | 2.8 |51 34
| EfE{H (Target) UigHb [ 144 | 14.4 | 58 | 5.8
| 4z (TE) % | 63 | 6.3 19| 6.9
| mEEsE (TEa)% | 20| 20 20 | 20
| o R >6 | 36 | 5.9
R7E (Bias)% = { [ | B (Mean) - Hf{H (Target)| 1/ HAZ{H (Target) } x 100%
gazsze (TE, Total Error)% = 3557% (Bias)% + 2 x ZEH# 54 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / BEt8 544 (CV)
H&izt © 2017 08 Change ; ZEHHAR] (CUM): B 2017 02 24 £ 2017 08 31 Change
[TOP]
Control N SDI 75 fifE |
Lot No.: AEO909N ; #e:BafiAR] : 2017-02-24 ZE 2017-08-31 ; HiZ{H (Target) : 14.4 ; 2% =432 (SD) : 0.4 FAL : Lab009
Lab009
+3 5.0,
*2 5.0, |5 r
+1 5.0, .
* . *
Target e . .
arge + r . . . "
-1 5.0, . * * . . . .
-2 5,0, .
=3 5.D.
Date 02-24 03-03 03-10 03-17 03-24 04-07 04-14 04-21 04-28 05-05 05-12 05-19 05-26 06-02 06-09 06-16 06-23 06-30 07-07 07-14 07-21 07-28 06-04 08-11 08-18 05-25
H4tzt © 2017 08 Change ; EEtHARM (CUM): [ 2017 02 24 & 2017 08 31 Change
[TOP]
‘ Control D SDI 45 {fi&]
Lot No.: AE0909D ; i : 2017-02-24 % 2017-08-31 ; HiZE(H (Target) : 5.8 ; &&= (SD) : 0.2 Hifir : Lab009
Lab009
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o (=] o
+1 5.0, =] =) =)
o o o o o
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o a o (=] o
-1 5.0, B8 5} B =] =]
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=3 5.D.
Date 02-24 03-03 03-10 03-17 03-24 04-07 04-14 04-21 04-28 05-05 05-12 05-19 05-26 06-02 06-09 06-16 06-23 06-30 07-07 07-14 07-21 07-28 06-04 08-11 08-18 05-25
H#tst© 2017 08 Change ; EEHHARM (CUM): H 2017 02 24 & 2017 08 31 Change

[TOP]



Control N 7 Control D SDI
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Lot No.: AEO9OON ; aEgififs © 2017-02-24 7 2017-08-31 ; HH(H (Target) : 14.4 ; 2 #fm3% (SD): 0.4 (o)
Lot No.: AE0909D ; BRI : 2017-02-24 % 2017-08-31 ; I {5(& (Target) : 5.8 ; %= (SD): 0.2 () #ifir : Lab009
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Z1REREA GoPD BB NHmESHER (BR—)

EZ LotNo : [AE09O9N (2016-01-01 ~ 2100-12-31) V| Change |

#%E#2 Reagent Kit : [1 - Trinity v

| A%t
GEtAG
Control N (Lot No.: AE0909N) : Control D (Lot No.: AE0909D)

. || ReagentKit || Target | Mean | nfor CV|| TE || TEa Target | Mean | nfor CV|| TE || TEa
UnitlD = || 4oy ¢ || (Ulgtib) | (U/gHb) | Mean SPl@all @) || @) | © |||| Uretib) | (Urgtib) | Mean |[SP | 6| @) |[ ) | ©
[ Lab003 || 1 | 144 J 141 ] 24 Joa4][2.8][7.8][20 [>6][J[ 58 | 57 ] 24 ]J[02][3.5][8.7][20 [52]

Lab006 1 13.7 134 5 Jfo2][15][5.2][ 20 [>6][][ 5.6 5.4 5 Jfo.1][1.9][ 7.3 ][ 20 |[>6

Lab007 1 14.7 147 | 12 J03][2.0][4.1][ 20 [[>6][][ 58 5.7 12 J[o.1][1.8][ 5.2 ][ 20 [>6
| Lab009 || 1 [ 144 | 143 ] 4 Joa][28][63][20 [>6][J[ 58 | 59 ] 4 J[o3][5.1][11.9] 20 [3.6]

Lab010 1 153 15.5 4 ][0.7][4.5][10.3][ 20 Jl42][][ 63 6.3 4 [0.4][63][12.7][ 20 |3.2

Lab0l11 1 14.4 13.6 4 J[03][2.2][10.0][ 20 [>6][][ 5.8 5.7 4 Jloa][18][52][20 |[>6
| Labo12 || 1 [ 144 | 144 ] 6 Jo3]2.1][42][20 [>6][[ 58 ] 61 ] 6 ][03][4.9][15.0][ 20 [3.0]

Lab013 1 13.6 14.0 8 Jl04][2.9][ 8.7 ][ 20 J[5.9][J[ 5.8 5.7 8 Jlo.1][1.8][5.2][ 20 |[>6

Lab014 1 14.4 14.5 8 Jlo3][2.1][4.8][ 20 [>6][J[ 5.8 5.7 8 Jl02][3.5][8.7 ][ 20 ]52
| Laboi6 || 1 150 [ 153 5 Jo2][t3][46][ 20 [>6][J[ 53 | 54 | 5 Jo2][3.7][9.3 ][ 20 J4.9]

Lab029 1 14.4 14.2 5 Jfo.1][0.7][ 2.8 ][ 20 |[>6][][ 5.8 5.6 5 Jlo.a][1.8][7.0 ][ 20 |>6

Lab044 1 14.4 14.2 9 J[0.6][4.2 98 20 44)[] 58 5.8 9 [0.3][5.2 103 20 3.8
Crom |- ] - | 14 J o4 Joslaa) - - 0L~ | 57 J 94 Joa)sal - -]
BR3E (Bias)% = { [ | BEHTIIME (Mean) - HAS(E (Targer) |/ HiE{E (Target)}x 100%

YR (TE, Total Error)% = §R3% (Bias)% + 2 x RETEER(AE (CV)
o (Sigma) = (TEa% - ZR2E (Bias)%) / RETEEMAE (CV)
[TOP]
[ Ratare |
REHAR & [2016 V] [02 v][01 V] 2 [2017 V|[08 V] [31 V][ Change |
| I I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
UnitiD £ Reagent Kit || Target Mean | n for D CV|| TE (| TEa o I Target Mean || n for D CV|| TE (| TEa -
= || (Code) £ || (U/gHb) || (U/gHb) | Mean %) || (%) || (%) (U/gHb) || (U/gHb) | Mean %) || (%) || (%)

Lab003 1 14.4 144 | 170 J0.5][3:5][ 6.9 ][ 20 [[5.7][][ 58 59 170 ][0-2][3.4][ 8.5][ 20 [[5.4

Lab006 1 13.7 138 | 31 Jlo4][29][6.5][ 20 [>6][][ 5.6 5.6 31 J[0.2][3.6][ 7.1 ][ 20 |5.6
| Lab007 || 1 | 147 ] 139 ] 244 J[10][72][19.8][ 20 J2.0][J[ 58 | 54 | 244 J0.5][9.3][25.4][ 20 ][1.4]

Lab009 1 14.4 146 | 62 J0.9][62][13.7][ 20 J3.0][][ 5.8 5.9 62 |0.4][6.8][15.3][ 20 2.7

Lab010 1 15.3 15.3 7 _][0.5][3.3][ 6.5 ][ 20 [>6][][ 63 6.3 7 ][0.3][4.8][9.5][ 20 [42
| Lab0ll || 1 [ 144 138 ] 37 Jo3][22][85][20 [>6][J[ 58 | 57 ] 37 J[02][3.5][8.7][20 [52]

Lab012 1 14.4 143 | 67 Jo4][2.8][63][ 20 [>6][J[ 5.8 5.9 67 J02][3.4][8.5][ 20 ][54

Lab013 1 13.6 138 | 37 Jlo4][29][7.3][ 20 |[>6][][ 5.8 5.7 37 Jlo.1][1.8][ 5.2 ][ 20 [[>6
| Laboi4 || 1 | 144 | 143 ] 54 Jo3][2.1][49][20 [>6][J[ 58 ] 56 ] 54 ][02][3.6][10.6][ 20 [4.6]

Lab016 1 15.0 145 | 17 Jo.9][6:2][15.7][ 20 J2.7][][ 53 53 17 ][0.3][5.7][11.3][ 20 |35

Lab029 1 14.4 143 |18 Jlo.a]lo.7][ 2.1 ][ 20 |[>6][][ 5.8 5.6 18 J[0.1][1.8][ 7.0 ][ 20 |>6
| Lab030 || 1 | 144 ] 143 ] 3 Jos][35][77][20 [55][[ 58 | 54 ] 3 Jo3][5.6][18.0][ 20 ]2.3]

Lab044 1 14.4 14.1 | 17 J0.7][5.0][12.0][ 20 [3.6][][ 58 5.8 17 ][0.3][5.2][10.3][ 20 |[3.8

Total 14.1 | 764 J[0.8][5.7 - -0 - 57 | 764 Jo.a][7.0] - [ - | -

#R7= (Bias)% = { [ I FEFPI9E (Mean) - EEEME (Target) | 1/ EAE{H (Target) } x 100%
4872 (TE, Total Error)% = 58%% (Bias)% + 2 x BEFEE(AE (CV)
6 (Sigma) = (TEa% - 2= (Bias)%) / BB E(AE (CV)
[TOP]

Reagent Kit Reagent Code
Trinity 1




Hiuba I GOPD & Bk NIl EFat R (BFR2)

FEFE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

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

| Control N A&t B Betéiat 2 Lhi: |
Control N (Lot No.: AE0909N)
Month (2017/08) I CUM (2016/02/01~2017/08/31)

. " Reagent Kit Target Mean nfor |[o|[cv] TE |[TEa Target Mean n for cv | TE [ TEal |
UnitlD =} codey £ || (U/gHb) || (U/gHb) | Mean SPN oy | o) o) || O ||| (Uretb) || (Urgtb) | Mean | SP{ @) | ) | o) || ©
Lab003 1 14.4 14.1 24 |[04][28 ] 7.8 |[ 20 |>6 14.4 14.4 170 J[05][35 [ 69 | 20 |[5.7]
Lab006 1 13.7 13.4 5 Jo2][15] 5220 |>6 13.7 13.8 31 Jo4]2.9] 6.5 | 20 |[>6]
Lab007 1 14.7 14.7 12 J[03][2.0] 41][ 20 [[>6 14.7 13.9 244 |[1.0]7.2] 19.8] 20 ][2.0]
Lab009 1 14.4 14.3 4 J[04][28] 63 ][ 20 |[>6 14.4 14.6 62 J0.9] 62]13.7] 20 |[3.0]
Lab010 1 153 15.5 4 Jl0.7][45]10.3][ 20 [[4.2 153 153 7 Jo5][33] 6.5 | 20 |[>6]
Lab011 1 14.4 13.6 4 J[03][2:2][10.0][ 20 |[>6 14.4 13.8 37 J03]22] 85 ][ 20 |[>6]
Lab012 1 14.4 14.4 6 Jlo3][21] 42 20 |[>6 14.4 14.3 67 Jlo4]2.8] 6.3 | 20 |[>6]
Lab013 1 13.6 14.0 8 J[04][29] 8.7 ][ 20 |59 13.6 13.8 37 Jo4]2.9] 7.3 ] 20 |[>6]
Lab014 1 14.4 14.5 8 J[03][2.1] 48][ 20 |>6 14.4 14.3 54 Jo3]2.1] 4.9 ] 20 |[>6]
Lab016 1 15.0 153 5 J[o2][13] 4.6 ][ 20 | >6 15.0 145 17_J0.9] 62 15.7] 20 ][2.7]
Lab029 1 14.4 14.2 5 Jlo.a][0.7] 2.8 ][ 20 [ >6 14.4 14.3 18 Jlo.1]0.7 ] 2.1 ] 20 ][>6]
Lab030 1 14.4 - 0 1= 2] - 14.4 143 3 Jo5][35] 7.7 [ 20 [5:5]
Lab044 1 14.4 14.2 9 Jlo.6][42] 98] 20 J4.4 14.4 14.1 17 _Jlo.7]5.0 [ 12.0] 20 ][3.6]

Toal | - - ] 145 J o4 Josllea] - J - J |- [ a1 J 7o+ Jos)s7) - | - -]

BRZE (Bias)% = { [ | BRI (Mean) - HEHE (Target) | 1/ B (Target) } x 100%
=R (TE, Total Error)% = $2%= (Bias)% + 2 x BEFEERAE (CV)
o (Sigma) = (TEa% - ER2% (Bias)%) / BEHBREE (CV)

A%t : [2017 v|[08 V]| Change EEHRT (CUM) : B [2016 v][02 v][01 v| F [2017 Vv|[08 V|[31 V]| Change
[TOP]
Control D B4Rt BT L LR
[ I Control D (Lot No.: AE0909D) |
Month (2017/08) CUM (2016/02/01~2017/08/31)
UnitD & Reagent Kit Target Mean n for ; CV | TE || TEa s Target Mean n for SD CV | TE || TEa T
- (Code) * (U/gHb) || (U/gHb) | Mean (%) || (%) || (%) (U/gHb) || (U/gHb) | Mean %) || (%) || (%)
Lab003 1 5.8 57 24 J[02][3.5] 8.7 ][ 20 |52 5.8 5.9 170 J[0.2][3.4 [ 8.5 ][ 20 |[5:4]
Lab006 1 5.6 5.4 5 Jloa][19] 7.3 ][ 20 [>6 5.6 5.6 31 Jo2][3.6] 7.1 ] 20 |[5.6]
Lab007 1 5.8 5.7 12 Jlo.1][ 18] 52 20 [>6 5.8 5.4 244 J05]9.3]25.4] 20 |[1.4]
Lab009 1 5.8 5.9 4 Jlo3][5.1]11.9][ 20 J3.6 5.8 59 62 Jlo.4]6.8]153] 20 ][2.7]
Lab010 1 6.3 6.3 4 J[o4][63]12.7][ 20 |32 6.3 6.3 7 J03][4.8] 9.5 | 20 |[4.2]
Lab011 1 5.8 5.7 4 Jloa][18] 521 20 ]>6 5.8 5.7 37 Jo2][3.5] 8.7 ] 20 |[5.2]
Lab012 1 5.8 6.1 6 J[03][4.915.0][ 20 |3.0 5.8 5.9 67 Jo2]3.4] 8.5 | 20 |[54]
Lab013 1 5.8 5.7 8 Jloa][1.8] 5.2][ 20 [>6 5.8 5.7 37 Joa] 18] 5.2 ] 20 |[>6]
Lab014 1 5.8 57 8 J02][3.5] 8.7 ][ 20 52 5.8 5.6 54 J02] 3.6 ][10.6] 20 |[4.6]
Lab016 1 53 5.4 5 Jl02][3.7] 9.3 ][ 20 [[4.9 53 53 17 Jlo3]5.7][11.3] 20 ][3.5]
Lab029 1 5.8 5.6 5 Jloa][18] 7.0][ 20 [>6 5.8 5.6 18 Jlo.1] 1.8 7.0 ] 20 ][>6]
Lab030 1 5.8 - o - -1 - 127 - 5.8 5.4 3 Jo3]s.6]18.0] 20 ][23]
Lab044 1 5.8 5.8 9 J[03][52]10.3][ 20 |38 5.8 5.8 17_J03]52]10.3] 20 |[3.8]
Total - - 5.7 94 Jlo3][53] - ][ - | - - 5.7 764 Jloa]7.0] - | - -]
SR (Bias)% = { [ | RETPHIE (Mean) - ER(E (Target) | 1/ EBHE (Target) } x 100%
=32 (TE, Total Error)% = $R7= (Bias)% + 2 x REMEEAE (CV)
o (Sigma) = (TEa% - 3R7= (Bias)%) / REHEEIAEL (CV)
A&t [2017 v|[08 V|| Change | EEHART (CUM) @ F [2016 v|[02 v][01 V| & [2017 v|[08 v|[31 V]| Change
[TOP]
| Reagent Kit ||Reagent Code|

[Trinity I |
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