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%:i%\: H > 7 7
Bow R Ec (n) 35 35
¢ i~ # (Median) 15.2 (U/g Hb) 5.2 (U/g Hb)
T 2@ (Mean) 15.5 (U/g Hb) 5.3 (U/g Hb)
&% L (SD) 0.9 0.2
2R % (CV) 5.8% 3.8%
G6PD % %% IE;PG 7 14.3 ~ 18.0 (U/g Hb) 4.9~5.7 (U/g Hb)
Hb # =% E;}?J 3| 1.2 ~2.5(g/dL) 1.2~2.4 (g/dL)
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G6PD & BNl mE Gat4ER K SDI 53

J5E4% LotNo © AH1220N (2019-01-28 ~ 2100-12-31) - Change

HIE( [
BRI : Lab029 |
‘ Control N Control D
QC Control Lot No. AHI1220N AHI1220D
HERIRT Month CUM Month CUM
PRARITH (2020/10) (2020/05/05~2020/10/31) (2020/10) (2020/05/05~2020/10/31)
ZETEE (N) 4 26 4 26
ZEHFEH{E (Mean) U/gHb 15.3 14.8 54 5.1
EEHEHEE (SD) 0.7 0.7 0.2 0.2
BT EGE (CV) % 4.6 4.7 3.7 3.9
H1Z(E (Target) U/gHb 15.5 15.5 54 5.4
4R (TE) % 10.4 14.0 7.4 13.4
W] K EFAEERFE (TEa) % 20 20 20 20
o 41| 33 5.4 3.7
7= (Bias)% = { [ | FEFFY{E (Mean) - HIZ{E (Target) | ]/ HHE(E (Target) } x 100%
4E=7% (TE, Total Error)% = 5575 (Bias)% + 2 x REFEEEAE (CV)
o (Sigma) = (TEa% - {572 (Bias)%) / B4 (CV)
%5t 2020~ 10+ Change ; ZEHHART (CUM): [H 2020 ~ 05+ 05 « % 2020 ~ 10 ~ 31 ~ Change
[TOP]
Control N 5z Control D SDI
Y
pANE!
Lot No.: AHI220N ; fgEgHAR © 2020-05-05 £ 2020-10-31 ; HfZ{H (Target) : 15.5 ; 2L (SD): 0.80 (o)
Lot No.: AH1220D ; f&EgHAR © 2020-05-05 Z 2020-10-31 ; HAZ(H (Target) : 5.4 ; £ WA (SD) : 030 (o) FEAr : Lab029
Lab029
+3 5.0,
+2 5.0,
+1 5.0, »
= o _ _ a]
Target . 8 L ] & . & e 0 . o = & .
150, [0 e 0 ¥ 8 e 7 0 ° ¢ 8 2t e o
*
-2 5.0, L P hd M
o
-3 5.0. a N
Date 05-05 05-12 05-19 05-26 06-02 06-09 06-16 06-23 06-30 06-30 07-07 07-14 07-21 07-28 06-05 08-11 05-26 09-01 09-08 09-08 09-15 09-22 10-06 10-13 10-20 10-27
H%tst 0 2020 - 10~ Change ; ZEFHART (CUM): [§ 2020 ~ 05 ~ 05 ~ % 2020 ~ 10 -~ 31 ~ Change
[TOP]

Control N SDI 437 [l |

Lot No.: AH1220N ; #&E&HARS @ 2020-05-05 Z5 2020-10-31 ; B Z{E (Target) : 15.5 ; &34 (SD) : 0.80 FRAir : Lab029

Lab029
+3 5.0,

+2 5.0,

+1 5.0, >

Target - r '3
-1 5.0, L . . -

-2 5,0, » » &

=3 5.D. *

Date 05-05 05-12 05-19 05-26 06-02 06-09 06-16 06-23 06-30 06-30 07-07 07-14 07-21 07-258 06-05 08-11 05-26 09-01 09-08 09-08 09-15 09-22 10-06 10-13 10-20 10-27

H4ist: 2020 - 10 - Change ; ZETHARY (CUM): [H 2020 ~ 05 ~ 05 ~ & 2020 - 10 - 31 ~ Change

[TOP]



Control D SDI 4 filE]

Lot No.: AH1220D ; f&EgHAR] © 2020-05-05 2 2020-10-31 ; H{Z{H (Target) : 5.4 ; @A (SD) : 0.30

Lab029
+3 5.0,

+2 5.0,
+1 5.0,
Target
=1 5.0,
=2 5.0,

-3 5.D.

Date

BA{i : Lab029

1]

05-03 05-12 05-19 05-26 06-02 06-09 06-16 06-23 06-30 06-30 07-07 07-14 07-21 07-28 08-05 08-11 08-26 09-01 09-08 09-08 09-17 09-22 10-06 10-13 10-20 10-27

Sk

2020 ~ 10 ~

Change

s

ZEHHART (CUM) @ H 2020 ~ 05 ~ 05« £ 2020 ~ 10 ~ 31 ~

Change

[TOP]




ZinEREAr G6PD & Efely WElmESataER (ER—)

342 LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) V| Change [

3EEE Reagent Kit : |4 - Lanner v| Change I

SR —

A&st®

GiatAf

| | | 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 4 162 |[ 165 | 4 Jo3][18][55 ] 20]>6][][ 53 5.6 4 Joa1.8]92]20>6
Lab008 4 144 | 149 | 9 Jo3][20]7.5]20]>6]]] 5.3 52 9 Jo2|3.8][9.6] 20 |[4.8
Lab009 4 159 | 149 | 3 Jo.1]fo.7][7.6 20 |>6][] 52 52 3 Jo.1|[1.9][3.8] 20 |[>6
Lab010 4 159 |[ 147 |[ 4 Jo3]2.0]tre]20 [>6][]] 5.2 5.1 4 Jo.1][2.0][ 5.8 ][ 20 |[>6
Lab011 4 168 | 170 |[ 5 [oo]s.3][t1.8] 20 |3.5][] 5.6 5.4 5 Jo2|3.7][11.0] 20 [[4.4
Lab012 4 148 | 154 | 6 Jo2][13]67|20]>6][][ 5.1 52 6 [o.1][1.9]5.8] 20 |[>6
Lab029 4 155 | 153 [ 4 Jo.7][4.6][10.4] 20 [[4.1][]] 5.4 5.4 4 Jo2][3.7][ 7.4 20 |[5.4
Total - 155 | 35 Joolss] - [ - I[-1 - 53 | 35 Jo2l[38] - | - -

M2

;,;F% (Bias)% = { [ | ]/ EE{E (Target) } x 100%
== (TE, Total Error)% PR (Blas)% + 2 x ?ig[‘%?:{%%{ (CV)
o (Sigma) = (TEa% - §&7 (Bias)%) / RatERMAE (CV)

[TOP]
REtoiEt®R
EELEARE @ g 2019 v||02 v|[01 V| Z 2020 v||10 v|[31 v|| Change
Control N (Lot No.: AH1220N) Il Control D (Lot No.: AH1220D) |
Reagent Kit|| Target || Mean |[n for CV| TE ||TEa i Target || Mean | n for CV| TE || TEa
Unitip[£] (Code) (U/gHb) || (U/gHb) | Mean[[ 5P| @) | 26| © ||| Urghb) || Urghb) | Mean| SP )| ) || %) || ©
Lab006 4 162 |[ 160 | 68 Jo.8][s.0f1r.2]20]3.8]] 53 53 | 68 Jo2|3.8][7.5] 20]5.3
Lab007 4 16.4 16.6 63 |[0.6([3.6] 8.4 || 20 [|5.2 5.8 5.8 63 [0.1{{1.7]| 3.4 20 ||>6
Lab008 4 14.4 14.8 183 |(0.8]|5.4||13.6] 20 [|3.2 5.3 5.1 183 [0.2][3.9([11.6] 20 [|4.2
Lab009 4 159 16.4 60 |[0.5|[3.0]1 9.2 |f 20 ||5.6 5.2 5.6 60 [0.2|[3.6((14.8] 20 ||3.4
Lab010 4 159 16.5 45 10.8{|4.8|[13.5] 20 ||3.4 5.2 5.6 45 [0.3]5.4|(18.4] 20 |[2.3
Lab011 4 16.8 16.5 52 |[0.6[3.6] 9.1 |[ 20 ||5.1 5.6 5.6 52 110.2|[3.6] 7.1 20 ||5.6
Lab012 4 14.8 15.2 101 ]{0.5][3.3]/9.3 || 20 [|5.2 5.1 5.3 101 [0.2][3.8([11.5] 20 [|4.2
Lab029 4 15.5 15.2 79 53 125 20 (|3.4 5.4 5.2 79 (0.2|[3.8([11.4] 20 ([4.3
BT B B BN T B A R E R
#Rz= (Bias)% = { [ | B FE9{E (Mean) - BAE{E (Target) | ] /E*E{E (Target) } x 100%
4EE= (TE, Total Error)% = $8%= (Bias)% + 2 x B8 E(ARE (CV)
o (Sigma) = (TEa% - R% (Bias)%) / BB E(LE (CV)
[TOP]
. Reagent
Reagent Kit Code

Lanner 4




ZiubR B GOPD E Bl NEmERETER (R

312 LotNo : |AH1220N (2019-01-28 ~ 2100-12-31) v|| Change |

¥E1¥ Reagent Kit : |4 - Lanner v| Change

SIEN#EFR_

Control N A $RETH RETHs T2 FEEBSR

Control N (Lot No.: AH1220N)
Month (2020/10) CUM (2019/02/01~2020/10/31)

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 16.2 16.5 4 0.3] 1.8 5.5 || 20 ||>6 16.2 16.0 68 110.8( 5.0 11.2] 20 ||3.8
Lab007 4 16.4 - 0 - - - 20 || - 16.4 16.6 63 |10.6( 3.6 84 | 20 |52
Lab008 4 14.4 14.9 9 0320 7.5 20 ||>6 14.4 14.8 183 [[0.8] 54 || 13.6] 20 |3.2
Lab009 4 15.9 14.9 3 0.1([0.7 [ 7.6 || 20 ||>6 15.9 16.4 60 |10.5(3.0] 9.2 | 20 ||5.6
Lab010 4 15.9 14.7 4 0.3(2.0(f11.6] 20 ||>6 15.9 16.5 45 ||0.8] 4.8 13.5(f 20 ([3.4
LabO11 4 16.8 17.0 5 0.9]53|[11.8 20 |[3.5 16.8 16.5 52 |10.6] 3.6 9.1 || 20 ||5.1
Lab012 4 14.8 15.4 6 021 1.3 6.7 || 20 ||>6 14.8 15.2 101 |[0.5([ 3.3 9.3 || 20 ||5.2
Lab029 4 15.5 15.3 4 0.7] 4.6 [10.4 20 ||4.1 15.5 15.2 79 110.8| 5.3 12.5] 20 ||3.4

Total - - 15.5 35 1/0.9] 5.8 - - - - 15.6 652 ([ 1.0]| 64| - - -

5872 (Bias)% = { [ | BEHFHME (Mean) - HE{E (Target) | 1/ BAE{E (Target) } x 100%
4EER= (TE, Total Error)% = g2 (Bias)% + 2 x BETEE(4E (CV)
o (Sigma) = (TEa% - &= (Bias)%) / REBEMAHE (CV)

Bzt ¢ [2020 v][10 V] | Change | FEHRT (CUM) : 1 [2019 V| [02 v][01 V| z[2020 v][10 V|[31 V|| Change |
[TOP]
Control D H 45T Retist Z Ehiek
Control D (Lot No.: AH1220D)
Month (2020/10) CUM (2019/02/01~2020/10/31)

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 53 5.6 4 0.1 1.8 [ 9.2 || 20 [|>6 5.3 53 68 (0.2 3.8 7.5 || 20 ||5.3
Lab007 4 5.8 - 0 - - - 20 || - 5.8 5.8 63 ([0.1( 1.7 3.4 || 20 || >6
Lab008 4 53 5.2 9 0.2] 3.8 9.6 || 20 |[4.8 5.3 5.1 183 |[0.2][ 3.9 11.6( 20 ||4.2
Lab009 4 5.2 5.2 3 0.11 1.9 3.8 || 20 ||>6 5.2 5.6 60 (0.2 3.6 14.8 20 ||3.4
Lab010 4 5.2 5.1 4 0.1{[2.0(f 5.8 || 20 ||>6 5.2 5.6 45 110.3] 541841 20 (2.3
Lab011 4 5.6 5.4 5 0.2|3.7(|11.0|f 20 ([4.4 5.6 5.6 52 1|10.2|[ 3.6 7.1 || 20 ||5.6
Lab012 4 5.1 5.2 6 0.1|| 1.9 5.8 || 20 [|>6 5.1 5.3 101 ||0.2|[ 3.8 || 11.5{[ 20 || 4.2
Lab029 4 54 5.4 4 0.2(3.7| 7.4 || 20 ||5.4 5.4 5.2 79 (0.2 3.8 11.4( 20 ||4.3
Total - - 53 35 (0.2 3.8 - - - - 53 652 ||10.3) 5.7 - - -

$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%
4&zR7= (TE, Total Error)% = 27 (Bias)% + 2 x RaTER(4E (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)
Bt : [2020 v[[10 V] Change AR (CUM) : 5 [2019 v][02 v][01 v| 7z [2020 v|[10 v|[31 V|| Change
[TOP]
Reagent Kit Rg% %e:t

Lanner 4
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