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o R E A FHREPIEE R LR
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
St H > 7 7

How 3R e (n) 35 35
® =% (Median) 15.7 (U/gHb) 5.4 (U/gHb)
T i2iE (Mean) 15.8 (U/gHb) 5.4 (U/gHb)

&% (SD) 0.7 0.4
%3 %k (CV) 4.4% 7.4%

G6PD t& &% & 4 [l 13.9 ~ 17.2 (U/gHb) 4.6 ~ 5.9 (U/gHb)

Hb & % (& 4 [l 1.9 ~2.4 (g/dL) 1.9~2.4 (g/dL)
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G6PD & & fabi Nl e Gt 45 R K SDI 734

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change

A1 ET (i 22
A A T .
_ I#BRWfr:Labo12 |
| Control N | Control D
QC Control Lot No. | AH1220N | AH1220D
BRI Month CUM Month CUM
PRIINE (2019/11) (2019/02/01~2019/11/30) (2019/11) (2019/02/01~2019/11/30)
] FEHEER (N) 7 ] 22 7 ] 22
| Z:FPS(E (Mean) U/gHb 156 | 15.8 54 | 53
] ZHEAEE (SD) 02 | 0.3 02 | 0.1
] FEERAB(CY) % 13| 1.9 37 | 1.9
] H {Ei(E (Target) U/gHb 158 | 158 52| 5.2
] YAEZE (TE) % 38 | 3.8 13 | 5.7
] T B (TEa) % 20 | 20 20 | 20
] o >6 | >6 44 | >6
32 (Bias)% = { [ | B EHIE (Mean) - HFEHE (Target) | 1/ EELE (Target) } x 100%
4=57= (TE, Total Error)% = g57= (Bias)% + 2 x EEHEEAE (CV)
o (Sigma) = (TEa% - 372 (Bias)%) / Bat8F(4H (CV)
H&gst © 2019 11 Change ; ZEHHARI(CUM): B 2019 02 01 % 2019 11 30 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; #2E#HAR : 2019-02-01 2 2019-11-30 ; FF{# (Target) : 15.8 ; S50 (SD) : 0.40 A1z : Lab012
Lab012
+3 5.0,
+2 5.0,
+1 5.0, Y - * . * o
Target + - L ] L ] TS r . . - e
[ ] . . & L ]
-1 5.0, . .
=2 5.0,
=3 5.0,
Date 09-03 09-06 09-10 09-12 09-17 09-20 09-24 09-27 10-08 10-11 10-15 10-18 10-22 10-25 10-29 11-08 11-12 11-15 11-19 11-22 11-26 11-29
H%st: 2019 11 Change ; ZEHRI(CUM) : [§ 2019 02 01 % 2019 11 30 Change
[TOP]
Control D SDI 53 ffilE] |
Lot No.: AH1220D ; #B5 A © 2019-02-01 Z 2019-11-30 ; FFE{# (Target) : 5.2 ; ¥ W32 (SD) : 0.20 A7 : Lab012
Lab012
+3 5.0,
+2 5.0, =]
(=] o
+1 5.0, a =] =] =] a a =] a =]
o o o o o o
Target =]
o =] (=]
-1 5,0,
=2 5.0,
=3 5.0,
Date 09-03 09-06 09-10 09-12 09-17 09-20 09-24 09-27 10-08 10-11 10-15 10-18 10-22 10-25 10-29 11-08 11-12 11-15 11-19 11-22 11-26 11-29
H4ist: 2019 11 Change ; ZETHARI (CUM) @ 5 2019 02 01 % 2019 11 30 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AHI220N ; FEaHARE © 2019-02-01 %8 2019-11-30 ; EFE{H (Target) : 15.8 ; S-%fE%4E5% (SD): 0.40 (@)

Lot No.: AH1220D ; #4B#EART © 2019-02-01 75 2019-11-30 ; FFZ{H (Target) : 5.2 ; @452 (SD): 020 (o) A : Lab012
Lab012
+3 5.0,
+2 5.0, &
+1 5,0 .
o ﬁ - - - - : a E - ] o o . : o -
Target ry ry 9 - - r * * Y 5 "
-1 5.0, N
L
-2 5.0,
-3 5.0,
Date 09-03 09-06 09-10 09-12 09-17 09-20 09-24 09-27 10-08 10-11 10-15 10-18 10-22 10-25 10-29 11-08 11-12 11-15 11-19 11-22 11-26 11-29
Hé4ist @ 2019 11 Change ; ZEHHARI (CUM) : B 2019 02 01 % 2019 11 30 Change

[TOP]




ZinEREAr GOPD E gl WElmEdataER (ER—)

JEJZ LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) /| Change |

42 Reagent Kit : |4 - Lanner v| Change I

SIEN#BR—

A&st®

it A

| | | Control N (Lot No.: AH1220N) 1] Control D (Lot No.: AH1220D) |
U . Reagent Kit|| Target || Mean || n for SD CV| TE ||TEa - Target || Mean | n for D CV| TE || TEa -
nitID (Code)E] (U/gHb) || (U/gHb) | Mean | > |[(%) || (%) || (%) (U/gHb)|| (U/gHb)|[Mean [ > |[(%)|| (%) || (%)
Lab006 4 155 || 168 |[ 4 [o.1]fo.6][9.6 [ 20]>6][]] 52 53 4 Jo.1][1.9]5.7][ 20 |[>6
Lab008 4 144 | 150 | 9 Jo.7][4.7][13.5] 20 |[3.4][][ 5.3 5.0 9 Jo.3][e.0][17.7] 20 |[2.4
Lab009 4 159 |[ 166 |[ 5 Jlo4]24][o2]20]>6][| 52 5.7 5 Jo.a]r.8][13.1] 20 [[5.8
Lab010 4 159 [ 169 [ 1 [--1- 2] - 52 5.8 -0 -1 - 1207 -
Lab011 4 158 | 158 |[ 5 [o.1]fo.6l[1.3]20]>6]] 5.8 5.7 5 [o.1f1.8][5.2] 20 |[>6
Lab012 4 158 | 156 |[ 7 Jo2][1.3][3.8]20>6][]] 52 5.4 7 Jo.2][3.7][11.3][ 20 |[4.4
Lab029 4 153 || 156 |[ 4 Jo.1]fo.s][32]20]>6][] 52 5.3 4 Jo.1][1.9]5.7] 20 [>6
Total - 158 |[ 35 [jo.7]4.4] - - - 54 | 35 Joal[74| - || - | -

M2

ﬁ% (Bias)% = { [ | &3
{EER3E (TE, Total Error)% = R (Blas)% + 2 x BETERERAE (CV)
o (Sigma) = (TEa% - §&7 (Bias)%) / RatERMAE (CV)

[TOP]
Retanst®
SEHEARY B [ 2019 v||02 v|[01 V| ZE 2019 v|[11 v|[30 V|| Change
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
Reagent Kit|| Target || Mean |[n for CV| TE ||TEa i Target || Mean | n for CV| TE || TEa
uniupl ] (Code) L] [|(U/gHb) | (Urgtb) [Mean|3P |96 | 26 | ¢6) | © | | Urgtb) || (Urgkb) | Mean| >P || @0)| 96 | 6] ©
Lab006 4 155 | 163 | 20 Jo.7][43]13.8] 20 [3.5][ 5.2 53 | 20 Jo.a|19]5.7] 20]>6
Lab007 4 16.7 17.2 9 1/0.6{/3.5({10.0] 20 ||4.9 5.9 5.9 9 10.2{3.4] 6.8 | 20 ||5.9
Lab008 4 14.4 15.0 84 [|0.9]|6.0](16.2{ 20 ||2.6 5.3 5.0 84 ]0.2]|14.0{13.7{| 20 ||3.6
Lab009 4 15.9 16.9 14 10.4{|2.4{/11.0) 20 [[5.7 5.2 5.5 14 0.2([3.6]/13.0|| 20 |{4.0
Lab010 4 159 16.6 15 |[0.9||5.4]15.2 20 [|2.9 5.2 54 15 (0.2|[3.7|[11.3] 20 ||4.4
Lab011 4 15.8 15.8 5 |[0.1{[0.6] 1.3 |[ 20 ||>6 5.8 5.7 5 [0.1{[1.8f 5.2 20 ||>6
Lab012 4 15.8 15.8 22 |0.3(|1.9] 3.8 || 20 |[[>6 5.2 5.3 22 0.1{|1.9] 5.7 20 |[>6
Lab029 4 15.3 15.5 5.8 129 20 ]|13.2 5.2 5.2 31 [[0.3|[5.8]|11.5] 20 |[3.4
T T T e L T s L
#Rz= (Bias)% = { [ | BEHFE9{E (Mean) - BAZE (Target) |1/ E’Fﬁfﬁ (Target) } x 100%
4EE= (TE, Total Error)% = $8%= (Bias)% + 2 x BEFEE(ARE (CV)
o (Sigma) = (TEa% - g27= (Bias)%) / RatEEREHB (CV)
[TOP]
. Reagent
Reagent Kit Code

Lanner 4




ZiubR B G6PD E Bl NEmERETER (R

$EHE LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) /| Change |

#E$¥ Reagent Kit : |4 - Lanner v| Change

FlIEN#ARzR —
Control N H&RaT5 BET4faT < bR
Control N (Lot No.: AH1220N)
Month (2019/11) CUM (2019/02/01~2019/11/30)

Uni DE Reagent Kit || Target Mean || n for D CV| TE || TEa - Target Mean || n for D CV| TE || TEa -
nitl (Code)E] (U/gHb) || (U/gHb) || Mean @) || %) | %) (U/gHb) || (U/gHb) || Mean @) || @) | (%)
Lab006 4 15.5 16.8 4 0.1 0.6 9.6 || 20 ||>6 15.5 16.3 20 (0.7 4.3 || 13.8( 20 ||3.5
Lab007 4 16.7 - 0 - - - 20 || - 16.7 17.2 9 0.6/ 3.5/ 10.0(| 20 ||4.9
Lab008 4 14.4 15.0 9 0.7( 4.7 || 13.5( 20 ||3.4 14.4 15.0 84 |10.9] 6.0]16.2] 20 [[2.6
Lab009 4 159 16.6 5 041241 9.2 | 20 ||>6 15.9 16.9 14 {[{0.4(2.4([11.0[ 20 |[5.7
Lab010 4 159 16.9 1 - - - 20 || - 15.9 16.6 15 [[0.9] 5.4 (152 20 (2.9
Lab011 4 15.8 15.8 5 0.110.6 | 1.3 || 20 [|>6 15.8 15.8 5 0.1{0.6| 1.3 ] 20 [[>6
Lab012 4 15.8 15.6 7 0.2 1.3 [ 3.8 || 20 [|>6 15.8 15.8 22 ||10.3([ 1.9 3.8 || 20 ||>6
Lab029 4 153 15.6 4 0.1 0.6 3.2 || 20 ||>6 15.3 15.5 31 ([0.9([5.8(12.9( 20 ||3.2

Total - - 15.8 35 (|0.7] 44| - - - - 15.7 201 ([1.0([6.4 | - - -
$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%
YEIRE (TE, Total Error)% = £27= (Bias)% + 2 x B8 E(4E (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)
Bzt : [2019 V|[11 V] | Change | FEHRT (CUM) : 1 [2019 V] [02 v][01 V| z[2019 v][11 V][30 V|| Change |
[TOP]
Control D H&RaT5 BET4faT < bR
Control D (Lot No.: AH1220D)
Month (2019/11) CUM (2019/02/01~2019/11/30)

Uni DE Reagent Kit || Target Mean || n for D CV| TE || TEa - Target Mean || n for D CV| TE || TEa -
nitl (Code)E] (U/gHb) || (U/gHb) || Mean @) || %) | %) (U/gHb) || (U/gHb) || Mean @) || @) | (%)
Lab006 4 5.2 53 4 0.1 1.9 5.7 || 20 ||>6 5.2 53 20 ([0.1{[ 1.9 5.7 || 20 || >6
Lab007 4 5.9 - 0 - - - 20 || - 5.9 5.9 9 0.23.4] 6.8 || 20 ||5.9
Lab008 4 53 5.0 9 0.3]/6.0 |[17.7 || 20 ||2.4 5.3 5.0 84 |10.2] 4.0 13.7] 20 [/3.6
Lab009 4 5.2 5.7 5 0.1] 1.8 [ 13.1 20 |[5.8 5.2 5.5 14 {[0.2] 3.6 |[13.0( 20 |([4.0
Lab010 4 5.2 5.8 1 - - - 20 || - 5.2 5.4 15 [[0.2([ 3.7 |[11.3 || 20 || 4.4
Lab011 4 5.8 5.7 5 0.1 1.8 [ 5.2 || 20 [|>6 5.8 5.7 5 0.1 L.8 || 5.2 || 20 |[[>6
Lab012 4 5.2 5.4 7 0.2|3.7(|11.3] 20 (4.4 5.2 53 22 ([0.1{[ 1.9 5.7 || 20 || >6
Lab029 4 5.2 53 4 0.1 1.9 5.7 || 20 ||>6 5.2 5.2 31 ([0.3([5.8(11.5( 20 ||3.4

Total - - 5.4 35 (|04 74| - - - - 5.2 201 ([0.3([ 5.8 - - -
$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%
HEERFE (TE, Total Error)% = 3822 (Bias)% + 2 x REHERMAE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)
Bt : [2019 V][11 V] Change FEHAR (cuM) : | (2019 v|[02 v][01 v|z [2018 V][11 v][30 V|| Change
[TOP]
Reagent Kit Ré?)g;:t

Lanner 4
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