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G6PD Control N Control D
(Lot No.:AE0909N) (Lot No.:AE0909D)
S H = 9 9
w3 Hc (n) 67 67
® =% (Median) 13.8 (U/gHb) 5.5 (U/gHb)
T2 (Mean) 14.0 (U/gHb) 5.5 (U/gHb)
&% (SD) 0.8 0.4
%3 %k (CV) 5.7% 7.3%
G6PD t& &% & 4 [l 12.9 ~ 17.4 (U/gHb) 4.5~ 6.2 (U/gHb)
Hb & % (& 4 [l 1.9~2.3(g/dL) 2.0~2.4(g/dL)

FHPE SR 2 E R BR A R TR
** G6PD Method = Trinity reagent kit, 37°C
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G6PD = &Nl mE

FeataE A R SDI 7 fffilE]

J8E4% LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
S
| REREENY - Lab012 |
| \ Control N | Control D
| QC Control Lot No. \ AE0909N | AE0909D
BRI Month CUM Month CUM
IR (2018/01) (2017/09/25~2018/01/31) (2018/01) (2017/09/25~2018/01/31)
| ZEHELE (N) | 5 | 26 | 5 | 26
| EEFi9{H (Mean)UigHb [ 142 | 14.1 [ &1 | 6.0
| ZETEEEE (SD) .04 | 0.4 [ 01 | 0.2
| ZETE A (CV) % 28 | 2.8 [ 16 | 3.3
| a@{a (Target) U/gHb [ 144 | 14.4 [ 59 | 5.9
| 4azze (TE) % 70 | 7.8 | 67 | 8.4
| jvwfa 1265% (TEa) % 20 | 20 [ 20 | 20
| o ES | >6 [ >6 | 55
7% (Bias)% = { [ | Z&FPH5{E (Mean) - EIE(E (Target)|]/ HIE{E (Target) } x 100%
#572 (TE, Total Error)% = 72 (Bias)% + 2 x BEHER{LE] (CV)
o (Sigma) = (TEa% - ;%75 (Bias)%) / &t E(A%EL (CV)
H%gst © 2018 01  Change ; ZEHHAR (CUM): [ 2017 09 25 % 2018 01 31 Change
(TOP]
Control N SDI 4/ [&]
Lot No.: AEO9OON ; FgERHAR : 2017-09-25 % 2018-01-31 ; HIZ{H (Target) : 14.4 ; S fmstEs2 (SD) : 0.40 B : Lab012
Labo12
+3 5.0,
+2 5.0, *
+1 5.0, . .
Target + r . Ll » * * ry r
-1 5.0, . L ] . L ] * L ] . . L ]
-2 5.0, . * * . .
=3 5.D.
Date 09-25 09-29 10-03 10-06 10-09 10-11 10-16 10-17 10-23 10-26 10-31 11-07 11-14 11-19 11-23 11-28 12-05 12-11 12-18 12-23 12-26 01-02 01-08 01-12 01-17 01-26
H4ist © 2018 01  Change ; ZEEHAM (CUM): B 2017 09 25 & 2018 01 31 Change
(TOP]
Control D SDI 53/fil# |
Lot No.: AE0909D ; KA : 2017-09-25 % 2018-01-31 ; HE{H (Target) : 5.9 ; £%4m:474 (SD) : 0.20 Hifir : Lab012
Labo12
+3 5.0,
+2 5.0, =
o (=] (=] o o
+1 5.0, =} a8 =) =) =) a8
(=] o o o
Target = = = = B = B
o
=1 5.0, = =)
=2 5.0,
-3 5.D.
Date 09-25 09-29 10-03 10-06 10-09 10-11 10-16 10-17 10-23 10-26 10-31 11-07 11-14 11-19 11-23 11-28 12-05 12-11 12-18 12-23 12-26 01-02 01-08 01-12 01-17 01-26
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Control N £z Control D SDI
paiii=|

Lot No.: AEO909N ; fE&HART : 2017-09-25 £ 2018-01-31 ; HiZ(H (Target) : 14.4 ; =14 (SD): 0.40 (o)

Lot No.: AE0909D ; #& Bl : 2017-09-25 % 2018-01-31 ; FFE( (Target) : 5.9 ; & ff#Es% (SD): 0.20 (o) FAr - Lab012
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Date 09-25 09-29 10-03 10-06 10-09 10-11 10-16 10-17 10-23 10-26 10-31 11-07 11-14 11-19 11-23 11-26 12-05 12-11 12-16 12-23 12-26 01-02 01-08 01-12 01-17 01-26

H#%tzt © 2018 01 Change ; ZEEHHARI (CUM): H 2017 09 25 & 2018 01 31 Change
[TOP]




EiBRE AL GOPD E EME N mERETEER (BF—)
I LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

#EJE Reagent Kit ¢ [1 - Trinity v

[imaz— |
T A%ar®e |
GEtAR
| I | Control N (Lot No.: AE0909N) [l Control D (Lot No.: AE0909D) |
.. || ReagentKit || Target Mean | n for CV | TE | TEa Target Mean || n for |[o.-|[cV] TE |[TEa
UnitlD = odey ¢ || (U/gHb) || (U/gHb) | Mean SPU eyl @) | o) | © | || Uretib) | Urgtb) || Mean ||SP || o) | <) || @) || ©
Lab003 1 14.4 14.3 11 [[1.1][7.7]16.1] 20 J[2.5 5.8 5.7 11 E 53]12.3][ 20 [[3.4
Lab004 1 14.4 14.4 5 Joz2][14] 28] 20 |>6 5.7 5.6 0.1][1.8] 53 ][ 20 |[>6
[ Lab006 || 1 | 144 | 133 | 5 Jo2][t5]10.6] 20 [>6]] 58 | 53 ][ 5 Jo.1][1.9]12.4] 20 [6.0]
Lab007 1 14.3 13.9 15 Jo.6][43]11.4] 20 [4.0 5.6 5.4 15 J02][3.7] 11.0][ 20 [[4.4
Lab008 1 13.2 13.1 9 Joz2][15] 3.8 ] 20 |>6 4.8 4.8 9 J[0.2][4.2] 8.3 ][ 20 J4.8
[ Lab009 || 1 | 144 | 134 | 4 Joz2|[15]99] 20 [>6]] 58 | 55 | 4 [o02]36]124] 20 4.1]
Lab011 1 14.4 13.7 4 Jos][3.6]12.2] 20 [4.2 5.8 5.6 4 J[o2][3.6] 10.6][ 20 J4.6
Lab012 1 14.4 14.2 5 Jo4)2.8] 7.0 20 ]>6 59 6.1 5 Jlo.a][16] 6.7 ][ 20 ]>6
| Labol4 || 1 [ 144 151 9 JosJzo] s8] 20 [>6]] 58 [ 56 ][ 9 Jo2][3.6]10.6][ 20 [4.6]
Ctom - - | @0 Jer Jossa) - | - -1 - | 55 J e Joalm3] - - -]

ER2 (Bias)% = { [ | BEHEHYE (Mean) - BB (Target) | 1/ EEHE (Target) } x 100%
4H=R72 (TE, Total Error)% = 5872 (Bias)% + 2 x B HEEAE (CV)
o (Sigma) = (TEa% - 2% (Bias)%) / RrtEERIKE (CV)

[TOP]
S
BEHHARS : 5 [2016 v|[02 v|[01 V| ZE [2018 v|[01 v]|[31 V|| Change |
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

UnitID Reagent Kit Target Mean n for D CV | TE |[TEa o Target Mean n for SD CV | TE || TEa 5
“ || (Code) £ || (U/gHb) || (U/gHb) | Mean (%) | (%) || (%) (U/gHb) || (U/gHb) || Mean (%) | (%) || (%)
Lab003 1 14.4 144 | 267 [0.5][3.5] 6.9 | 20 |57 5.8 5.8 267 ][0.2][3.4] 6.9 ][ 20 ][5.9
[ Lab004 || 1 [ 144 | 144 | 15 Joz2][14] 28] 20 [>6]] 57 | 57 | 15 [o1][18]3.5] 20]>6]
Lab006 1 14.4 13.7 54 Jo.4][2.9]10.7] 20 |52 5.8 55 54 ][0.2][3.6] 12.4][ 20 J[4.1
Lab007 1 14.3 13.9 | 300 [o.9][6.5]15.7] 20 |[2.6 5.6 5.4 300 ][0.4][7.4][18.4][ 20 ][22
| Lab008 || 1 | 132 | 131 | 9 Joz2|[15]38] 20 |>6]] 48 | 48 | 9 [o0.2]42]83] 20 48]
Lab009 1 14.4 14.4 80 ]0.9][6.3]12.5] 20 ][3.2 5.8 59 80 J[04][6.8]15.3][ 20 2.7
Lab010 1 15.3 15.5 19 J0.5][32] 7.8 | 20 |58 6.3 6.5 19 J03][4.6]12.4][ 20 ][3.7
[ Laboll || 1 [ 144 | 137 | 57 Jo3][22]92] 20 |>6]] 58 | 57 | 57 [[02][35]87] 20]52]
Lab012 1 14.4 14.3 98 J0.4][2.8] 6.3 ] 20 [[>6 5.9 6.0 98 ][02][3.3] 84 ][ 20 |55
Lab013 1 14.5 13.8 40 J0.3][2.2 9.2 | 20 |[>6 5.7 5.7 40 J[o1][1.8] 3.5][ 20 [>6
[ Labol4 || 1 | 144 | 145 | 96 Jo5][34]76] 20 [57]] 58 | 56 | 96 [0.2]3.6]106] 20 [4.6]
Lab016 1 15.0 14.7 23 J0.9][6.1]14.2] 20 |[3.0 53 53 23 ][0.3][5.7][11.3][ 20 |3.5
Lab029 1 14.4 14.3 20 Jo.1][0.7] 2.1 ] 20 |[>6 5.8 5.6 20 J[o.1][1.8] 7.0][ 20 [>6
| Lab030 || 1 | 144 | 143 | 3 Jos|[35]77] 20 |55]] 58 | 54 | 3 Jo3]s6]18.0] 20 23]
Lab044 1 14.4 15.2 57 J0.9][5.9]17.4] 20 [2.4 5.8 6.3 57 J[04][6.3]21.3][ 20 ][1.8
Total - 142 | 1138 fos|[56] - | - | - - 57 J[138]fo4][7.0] - ][ - | -

ZR3E (Bias)% = { [ | BEHEHIE (Mean) - BEME (Target) | 1/ EE{E (Target) } x 100%
#E=RE (TE, Total Error)% = #R%= (Bias)% + 2 x BETEER LB (CV)

o (Sigma) = (TEa% - 2% (Bias)%) / RaMER{KE (CV)

[TOP]

Reagent Kit Reagent Code|
Trinity 1




HARERE(r G6PD E &by MER L EHE

#E§F LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) V| Change |

&R (BRD)

#5848 Reagent Kit : [1 - Trinity v| Change |
| Control N B#istH Bat¥ist 2 th® |
Control N (Lot No.: AE0909N)
Month (2018/01) CUM (2016/02/01~2018/01/31)
o il Reagent Kit Target Mean n for CV || TE || TEa Target Mean n for CV | TE | TEa
UnitlD £ (Code) * (Ulghib) | (Uletb) || Mean || SP | @) | o) || o) || © || wighb) | (Urgtb) | Mean | SP |l @) | @) | o) | ©
Lab003 1 14.4 14.3 11 1.1 7.7 || 16.1 || 20 |[2.5 14.4 14.4 267 |[0.51[ 3.5 6.9 20 || 5.7
Lab004 1 14.4 144 5 021 1.4 2.8 20 || >6 144 14.4 15 02| 14| 2.8 20 || >6
Lab006 1 14.4 13.3 5 021 1.5 10.6 20 ||>6 14.4 13.7 54 04129 10.7] 20 |52
Lab007 1 14.3 13.9 15 0.6 43| 11.41 20 |[4.0 14.3 13.9 300 (| 0.9( 6.5 | 157 20 | 2.6
Lab008 1 13.2 13.1 9 021 1.5 3.8 20 || >6 13.2 13.1 9 0.21]| 1.5 3.8 20 || >6
Lab009 1 14.4 13.4 4 021 L5 99 20 || >6 14.4 14.4 80 091 6.3 | 12.5] 20 | 3.2
Lab010 1 15.3 - 0 - - - 20 - 15.3 15.5 19 0.5 32| 7.8 20 | 5.8
Lab011 1 14.4 13.7 4 051 3.6 122 20 ||4.2 14.4 13.7 57 03221 9.2 20 | >6
Lab012 1 14.4 14.2 5 041 28| 7.0 20 || >6 14.4 14.3 98 04| 28 | 63 20 || >6
Lab013 1 14.5 - 0 - - - 20 - 14.5 13.8 40 03221 9.2 20 | >6
Lab014 1 14.4 15.1 9 031 2.0 8.8 20 || >6 14.4 14.5 96 0.51( 34| 7.6 20 (| 5.7
Lab016 1 15.0 - 0 - - - 20 - 15.0 14.7 23 091 6.1 | 142 ] 20 | 3.0
Lab029 1 14.4 - 0 - - - 20 - 14.4 14.3 20 0.1 0.7 || 2.1 20 || >6
Lab030 1 14.4 - 0 - - - 20 - 14.4 14.3 3 0.5( 35| 7.7 20 || 5.5
Lab044 1 14.4 - 0 - - - 20 - 14.4 15.2 57 09| 59 | 174 20 | 2.4
Total - - 14.0 67 0.8 | 5.7 - - - - 14.2 1138 || 0.8 || 5.6 - - -
3= (Bias)% = { [ | BEFFIGM (Mean) - EREME (Target) | 1/ EREME (Target) } x 100%
#8572 (TE, Total Error)% = 3RZ (Bias)% + 2 x BEE B4 (CV)
o (Sigma) = (TEa% - %2 (Bias)%) / BETEEAE (CV)
Agst FEHIRT (CUM) : & [2016 V] [02 V][07 V] Z [2018 ] [01 V][31 ] [ Change |
[TOP]
| Control D B&atHH Eat#iat 2 iR |
| [ | Control D (Lot No.: AE0909D) |
Month (2018/01) CUM (2016/02/01~2018/01/31)
o Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV | TE | TEa
UnitlD £ (Code) * (Ulgtib) | (Uletb) || Mean || SP | o) | o) || o) || © || wighb) | (Uretib) | Mean | SP |l @) | @) | o) | ©
Lab003 1 5.8 5.7 11 0.3 53| 1231 20 ||3.4 5.8 5.8 267 |[0.21[ 3.4 | 6.9 20 || 5.9
Lab004 1 5.7 5.6 5 0.1 1.8 53 20 || >6 5.7 5.7 15 0.1 1.8 | 3.5 20 | >6
Lab006 1 5.8 5.3 5 0.1 1.9 | 124 20 |{6.0 5.8 5.5 54 0.2 3.6 || 124 | 20 | 4.1
Lab007 1 5.6 5.4 15 021 3.7 11.0]| 20 ||4.4 5.6 5.4 300 || 041 7.4 | 184 20 |22
Lab008 1 4.8 4.8 9 0242 83 20 ||4.8 4.8 4.8 9 0.21]/ 42| 83 20 (4.8
Lab009 1 5.8 5.5 4 0.2 3.6 | 1241 20 ||4.1 5.8 5.9 80 041 6.8 | 153 20 | 2.7
Lab010 1 6.3 - 0 - - - 20 - 6.3 6.5 19 0.3 4.6 || 124 20 | 3.7
Lab011 1 5.8 5.6 4 0.2 | 3.6 || 10.6 || 20 || 4.6 5.8 5.7 57 0.2 3.5 | 87 20 |[ 5.2
Lab012 1 5.9 6.1 5 0.1 1.6 || 6.7 20 || >6 5.9 6.0 98 0.2 33| 84 20 | 5.5
Lab013 1 5.7 - 0 - - - 20 - 5.7 5.7 40 0.1 1.8 || 3.5 20 || >6
Lab014 1 5.8 5.6 9 021 3.6 | 10.6] 20 ||4.6 58 5.6 96 0.2 3.6 || 10.6 || 20 | 4.6
Lab016 1 5.3 - 0 - - - 20 - 5.3 5.3 23 03] 5.7 | 11.3] 20 | 3.5
Lab029 1 5.8 - 0 - - - 20 - 5.8 5.6 20 0.1 1.8 || 7.0 20 || >6
Lab030 1 5.8 - 0 - - - 20 - 5.8 54 3 0.3 5.6 || 18.0| 20 |23
Lab044 1 5.8 - 0 - - - 20 - 5.8 6.3 57 041 63213 20 |1.8
| Total | - L - [ ss o7 Jloaf73] - I - [-Jf - [ 57 Jussfoajj7of - | -]-]
3= (Bias)% = { [ | BEFFIGME (Mean) - EREME (Target) | 1/ EFEME (Target) } x 100%
4EER7= (TE, Total Error)% = g7 (Bias)% + 2 x REHBE/AE (CV)
o (Sigma) = (TEa% - gR%2 (Bias)%) / BETEEIAE (CV)
Bt ¢ [2018 v][01 v|| Change | FEEHHART (CUM) : H [2016 V] [02 v][01 V| Z [2018 V|[01 v|[31 V][ Change
[TOP]
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||Reagent Code

(Trinity

1
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