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G6PD Control N Control D
(Lot No.:AE0909N) (Lot No.:AE0909D)
S H = 10 10
w3 Hc (n) 84 84
® =% (Median) 14.4 (U/gHb) 5.9 (U/gHb)
T 2@ (Mean) 14.7 (U/gHb) 5.9 (U/gHb)
%% (SD) 0.9 0.4
%3 %k (CV) 6.1% 6.8%
G6PD t& &% & 4 [l 13.3 ~ 16.6 (U/gHb) 4.9 ~6.9 (U/gHb)
Hb & % (& 4 [l 2.0~ 2.2 (g/dL) 2.0~2.3(g/dL)

FRE S D2ME v Rt BB Ar
** G6PD Method = Trinity reagent kit, 37°C
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G6PD i & ffim N El dn B At 45 R K SDI sx ffii

5E1E LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change

FIENGEZ
. iRBRFL: Lab004 |
| | Control N | Control D
| QC Control Lot No. | AE0909N \ AE0909D
BRI Month CUM Month CUM
PRI (2017/10) | (2016/02/01~2017/10/31) | (2017/10) | (2016/02/01~2017/10/31)
! ZE2i8 (N) I 1 I 1
| ZEPH9(H Mean)UigHb | 149 | 14.9 | 59 | 5.9
! Z: ks (SD) R - I -
| FEEREAHBCV% | - - L - -
| Ef#{& (Target) U/gHb | 148 | 14.8 | 57 | 5.7
| bz (TE) % - - - -
| AUEEEE(TEa)% | 20 | 20 20 | 20
| o — : — :
7 (Bias)% = { [ | E&HF4(E (Mean) - HE(E (Target)|]/ HEZ{E (Target) } x 100%
4EzRs= (TE, Total Error)% = 227 (Bias)% + 2 x Bt E {48 (CV)
o (Sigma) = (TEa% - 7%= (Bias)%) / Rats R4aE (CV)
H4ist : 2017 10 cChange ; ZEEHHAR (CUM): [H 2016 02 01 % 2017 10 31 Change
[TOP]
Control N SDI 53ffil# |
Lot No.: AEO909N ; i#ERHART : 2016-02-01 % 2017-10-31 ; HA%{4 (Target) : 14.8 ; &=%{54E5% (SD) : 0.40 Eifiy : Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5.0,
Target L
-1 5.D.
-2 5.D.
=3 5.D.
Date 10-25
B4ist ¢ 2017 10 change ; ZEHHARI (CUM): B 2016 02 01 £ 2017 10 31 Change
(TOP]
Control D SDI 73 {fil&]
Lot No.: AE0909D ; #&:BafAR] : 2016-02-01 Z 2017-10-31 ; HiZ{H (Target) : 5.7 ; £ E:#3= (SD) : 0.28 Hifir : Lab004
Lab004
+3 5,0,
+2 5.0,
+1 5.0,
=]
Target
-1 5.0,
-2 5.D.
-3 5.D.
Date 10-25
Hé4ist ¢ 2017 10 change ; ZEEHHARI (CUM): H 2016 02 01 & 2017 10 31 Change

[TOP]



Control N 5z Control D SDI
paxiifli=|

Lot No.: AEO9OON ; f#ERARS © 2016-02-01 % 2017-10-31 ; HE{H (Target) : 14.8 ; {452 (SD): 0.40 (o)

Lot No.: AE0909D : fERHIf : 2016-02-01 Z 2017-10-31 ; HfE(H (Target) : 5.7 ; £%fm43% (SD): 0.28 (o) Bif : Lab004

Lab004
+3 5.0,

+2 5.0,
+1 5.0,

Target L

-1 5.0,
=2 5.D.

-3 5.0,

Date 10-25

H&izt © 2017 10 Change ; ZEFHARY (CUM): 5 2016 02 01 % 2017 10 31 Change

[TOP]




HinBREfr GOPD E B WM EGETER (BR—)

4% LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

3EHE Reagent Kit : [ 1 - Trinity v| Change

SIEN#BR—

KRR
gk Ay [2017 V[[10 V] [ Change |
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

Uni m Reagent Kit Target Mean n for SD CV || TE || TEa o Target Mean n for D CV || TE | TEa -
nitID| (Code)lﬂ (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean %) || (%) | (%)
Lab003 1 14.4 14.5 23 ||03] 2.1 48 | 20 ||>6 5.8 5.9 23 ||0.2] 3.4 85 | 20 |54
Lab004 1 14.8 14.9 1 - - - 20 || - 5.7 5.9 1 - - - 20 || -
Lab006 1 14.4 13.8 5 04291 10.0( 20 |[5.5 5.8 5.6 5 0.2 3.6 || 10.6 20 |[4.6
Lab007 1 14.7 14.0 14 110429 10.5] 20 ||5.3 5.8 5.5 14 ||0.1( 1.8 ] 88 || 20 || >6
Lab009 1 14.4 14.2 4 |[0.2][ 14| 4.2 || 20 |[>6 5.8 6.0 4 |[0.2][3.3 | 10.1| 20 [[5.0
Lab010 1 15.3 15.8 3 03191 7.1 20 ||>6 6.3 6.5 3 0.1] 1.5 6.3 || 20 |[>6
Lab011 1 14.4 13.5 3 01071 7.7 || 20 || >6 5.8 5.8 3 0234 69 || 20 [[5.9
Lab012 1 14.4 14.1 9 |0.5(3.5]( 9.2 20 (5.1 5.8 6.0 9 |02 33| 10.1] 20 (5.0
Lab014 1 14.4 154 9 |10.7( 45| 16.0] 20 (2.9 5.8 5.3 9 |0.2( 3.8 16.2] 20 (3.0
Lab044 1 14.4 16.0 13 |04 25| 16.1] 20 [3.6 5.8 6.5 13 |03 4.6 (213 20 || 1.7

Total - - 14.7 84 (109 6.1 - - - - 5.9 84 (04168 - - -
B2 (Bias)% = { [ | REFPHE (Mean) - EBHME (Targey) | 1/ HAR{H (Target) } x 100%
4H=R72 (TE, Total Error)% = $#22 (Bias)% + 2 x BRETEEE(HEL (CV)
o (Sigma) = (TEa% - 872 (Bias)%) / ReTEREHE(CV)
[TOP]
Retst&
E:tHART ¢ g [2016 v][02 v][01 V|7 [2017 v|[10 Vv|[31 V|| Change
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

Uni E Reagent Kit Target Mean n for SD CV || TE || TEa o Target Mean n for D CV || TE | TEa -
nit[D (Code)m (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean %) || (%) || (%)
Lab003 1 14.4 144 219 ||0.5][3.5( 6.9 || 20 |[5.7 5.8 5.9 219 ||0.2][ 3.4 85 | 20 |54
Lab004 1 14.8 14.9 1 - - - 20 || - 5.7 5.9 1 - - - 20 || -
Lab006 1 14.4 13.7 40 10429 10.7] 20 (5.2 5.8 5.6 40 ||0.2( 3.6 10.6] 20 (4.6
Lab007 1 14.7 139 271 (|09 6.5 || 18.4 | 20 2.2 5.8 5.4 271 ||0.41] 7.4 ||21.7 20 |/1.8
Lab009 1 14.4 14.6 71 ][0.8) 5.5 12.3| 20 |3.4 5.8 5.9 71 |[0.4] 6.8 |[15.3 20 |2.7
Lab010 1 15.3 15.6 13 10532 84| 20 |56 6.3 6.4 13 |03 4.7]11.0] 20 3.9
Lab011 1 14.4 13.7 44 1103221 92| 20 ||>6 5.8 5.7 44 110.2(3.5) 87 | 20 (5.2
Lab012 1 14.4 14.3 83 |[0.4][2.8 ] 6.3 || 20 |[>6 5.8 5.9 83 |[0.2][3.4( 85 | 20 |54
Lab013 1 14.5 13.8 40 103221 921 20 ||>6 5.7 5.7 40 ||0.1( 1.8] 3.5 | 20 ||>6
Lab014 1 14.4 14.4 70 1[0.5] 3.5 6.9 | 20 |[5.7 5.8 5.6 70 (0.2 3.6 |[ 10.6 || 20 |[4.6
Lab016 1 15.0 14.7 23 ||09] 6.1 | 1421 20 |3.0 5.3 5.3 23 |[03] 5.7 |[11.3 20 |[3.5
Lab029 1 14.4 14.3 20 ||0.1)0.7 2.1 20 ||>6 5.8 5.6 20 ||0.1) 1.8 7.0 |[ 20 || >6
Lab030 1 14.4 14.3 3 0.5( 3.5 7.7 || 20 |[5.5 5.8 5.4 3 0.3 5.6 | 18.0( 20 2.3
Lab044 1 14.4 152 41 || 1.1 7.2 /20.0] 20 (2.0 5.8 6.3 41 |0.5(17.9(24.5] 20 (1.4

Total - - 14.2 939 [|0.8 5.6 - - - - 5.7 939 (041 7.0 - - -
A7 (Bias)% = { [ | REFPHME (Mean) - EAE{E (Target) | ]/ BE (Target) } x 100%
#8ZR7= (TE, Total Error)% = 22 (Bias)% + 2 x ReTHBRAB(CV)
o (Sigma) = (TEa% - BRZ2 (Bias)%) / ReTEREAR(CV)
[TOP]
. Reagent
Reagent Kit Cogde

Trinity 1




HinEaEE A GOPD EERER NEMEL

AHER (ERD)

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

3EFE Reagent Kit : [ 1 - Trinity v| Change

Control N H&at 8 Ratéat 2 bhaesk
Control N (Lot No.: AEQ909N)
Month (2017/10) CUM (2016/02/01~2017/10/31)

Uni E Reagent Kit Target Mean n for sD CV | TE || TEa - Target Mean n for sD CV | TE || TEa o
nit[D (Code) (UlgHb) || (U/gHb) | Mean ) || @) | <) (U/gHb) || (U/gHb) | Mean @) || %) || <)
Lab003 1 14.4 14.5 23 o3[ 21] 48 | 20 |[>6 14.4 14.4 219 [[05]35] 69 ] 20 |[5.7
Lab004 1 14.8 14.9 1 - - - 20 - 14.8 14.9 1 - - - |20 -
Lab006 1 14.4 13.8 5 J[o4]29]100] 20 |55 14.4 13.7 40 Jfo4]29]107] 20 |[5.2
Lab007 1 147 14.0 14 [o4] 29 105] 20|53 147 13.9 271 [[09] 65 184 20 |22
Lab009 1 14.4 142 4 Jo2]14] 42 20 |[>6 14.4 14.6 71 [o8] 55123 20 |[3.4
Lab010 1 15.3 15.8 3 J[o3][19] 7.1 ][ 20 |[>6 15.3 15.6 13 Jos][32] 84 | 20 5.6
Lab0l11 1 14.4 13.5 3 J[oa]o7] 77 | 20 |[>6 14.4 13.7 44 [lo3| 22 92 20 | >6
Lab012 1 14.4 14.1 9 [o5][35] 92 20 [[5.1 14.4 14.3 83 |[04] 28] 63 | 20 |[>6
Lab013 1 14.5 - 0 - - - 20 - 14.5 13.8 40 Jo3]22] 92 20 [[>6
Lab014 1 14.4 15.4 9 [o07]45] 160] 20 |[2.9 14.4 14.4 70 [05] 35| 69 || 20 |57
Lab016 1 15.0 - 0 - - - 20 - 15.0 14.7 23 J[o9] 61 142] 20 |[3.0
Lab029 1 14.4 - 0 - - - | 20 - 14.4 14.3 20 Jfoa]o07] 211 20 |>6
Lab030 1 14.4 - 0 - - - 207 - 14.4 14.3 3 Jos][35] 7.7 ] 20 |55
Lab044 1 14.4 16.0 13 [oa] 25 161] 20 |[3.6 14.4 15.2 41 |[ra]72]200] 20 J[2.0

Total - - 147 84 |[o9f 6.1 - - - - 14.2 939 [08] 56| - - -
R (Bias)% = { [ | RETTHME (Mean) - BEEH (Target) | 1/ BEHE (Target) } x 100%
4EEI=2 (TE, Total Error)% = 222 (Bias)% + 2 x RETMEEAR (CV)
o (Sigma) = (TEa% - &2 (Bias)%) / RETERMEL (CV)
A&zt : [2017 v][10 V] Change EEHIRT (CUM) : 1 [2016 v|[02 V][0T v]Z [2017 v|[10 V][31 v|[ Change
[TOP]
Control D H&atH# Ratdnet < EhiER
Control D (Lot No.: AE0909D)
Month (2017/10) CUM (2016/02/01~2017/10/31)
Reagent Kit || Tqr Mean || nfor TE || TE Tar Mean | nfor TE || TE

Uninp[ L] (Codo 1] (U?g%lel;) (U/;Ib) Mean || SP (% %) (%;i ° (U?g%lelz) (U/;Ib) Mean || 5P ((g/\; %) (%3i °
Lab003 1 5.8 5.9 23 [o2][34] 85 20 |[54 5.8 5.9 219 Jo2] 34 85| 20 |54
Lab004 1 5.7 59 1 - - - | 20 || - 57 59 1 - - - |l 20 | -
Lab006 1 58 5.6 5 Jo2][3.6]106] 20 |[46 5.8 5.6 40 Jo2] 3.6 106] 20 |46
Lab007 1 5.8 55 14 Joa1] 18] 88 | 20 |[>6 5.8 5.4 271 |[04] 74 ] 217] 20 |[1.8
Lab009 1 58 6.0 4 Jo2]33]101] 20 ]5.0 5.8 5.9 71 J[o4] e8] 153] 20 |[2.7
Lab010 1 6.3 6.5 3 Joa][15] 63| 20 |[>6 6.3 6.4 13 J[o3] 47 110] 20 |[3.9
Lab0l11 1 58 5.8 3 Jo2][34] 69 | 20 |[59 5.8 5.7 44 o235 87| 20 |52
Lab012 1 5.8 6.0 9 Jo2][33]101] 20 |[5.0 5.8 59 83 J[02][34] 85 20 |54
Lab013 1 57 - 0 - - - 20 - 5.7 5.7 40 o] 18] 3.5 ] 20 |[>6
Lab014 1 5.8 53 9 [o02] 38| 162] 20 |[3.0 5.8 5.6 70 [02] 3.6 106 20 |46
Lab016 1 53 - 0 - - - 20 - 53 53 23 [o3] 57| 11.3] 20 |35
Lab029 1 5.8 - 0 - - - 20 - 5.8 5.6 20 [[o1]18] 7.0 ] 20 |[>6
Lab030 1 5.8 - 0 - - - 20 - 5.8 5.4 3 Jo3]s6]180] 20 |23
Lab044 1 5.8 6.5 13 [o3] 46| 213] 20 ][1.7 5.8 6.3 41 Jlos5] 79 245] 20 |14

Total - - 5.9 84 Jo4l e8] - - - - 5.7 939 [04] 70| - - -
7 (Bias)% = { [ | REFPHME (Mean) - EIfEUE (Target) | 1/ HERE (Target) } x 100%
4E3R7= (TE, Total Error)% = #22= (Bias)% + 2 x BETHER(&E (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / BT ER{AE (CV)
Agst : [2017 v|[10 v| | Change | FEEHAR (CUM) ¢ 1 [2016 v|[02 v][01 v] =z [2017 V][10 v|[31 v|| Change
[TOP]
Reagent Kit Rgaogd?t

Trinity 1
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