2020 & 12 *

G6PD % ##% FHEZPM N&EFHFL |

— T RN E A RIS RE LR
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
PN 8 8
B sF e (n) 47 47
¢ i~ # (Median) 15.7 (U/g Hb) 5.3 (U/g Hb)
T2 (Mean) 15.7 (U/g Hb) 5.4 (U/g Hb)
%% (SD) 0.9 0.3
%3 ik (CV) 5.7% 5.6%
G6PD t& &% & 4 [l 14.3 ~ 17.4 (U/g Hb) 5.1~ 6.0 (U/g Hb)
Hb & % (& 4 [l 1.2 ~ 2.3 (g/dL) 2.0~2.4 (g/dL)
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** G6PD Method = Lanner kit, 37°C
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G6PD & BNl mE Gat4ER K SDI 53

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

SIIE(1 i 22
 RBRFAL:Lab009 |
‘ Control N Control D
QC Control Lot No. AHI1220N AHI1220D
BRI Month CUM Month CUM
PRI (2020/12) (2020/06/26~2020/12/31) (2020/12) (2020/06/26~2020/12/31)
ZEHEE(N) 5 26 5 26
ZEHFEH{E (Mean) U/gHb 15.8 16.0 53 5.4
EEHEHEE (SD) 0.4 0.7 0.1 0.3
BT EGE (CV) % 2.5 4.4 1.9 5.6
H#Z{g (Target) U/gHb 159 159 5.2 5.2
4R (TE) % 5.7 9.4 5.7 15.0
W] K EFAEERFE (TEa) % 20 20 20 20
o [ >6 | 4.4 >6 2.9
7= (Bias)% = { [ | FEFFY{E (Mean) - HIZ{E (Target) | ]/ HHE(E (Target) } x 100%
H83R7E (TE, Total Error)% = E#7E (Bias)% + 2 x Rt SAH (CV)
o (Sigma) = (TEa% - {572 (Bias)%) / B4 (CV)
H%Et © 2020~ 12 © Change ; ZEFHHART (CUM): [ 2020 © 06 « 26 © & 2020 ~ 12 ~ 31 ~ Change
[TOP]
Control N 5z Control D SDI
\
pANi
Lot No.: AHI220N ; fgEgHAR © 2020-06-26 £ 2020-12-31 ; HfZ{H (Target) : 15.9 ; 2L (SD): 0.70 (o)
Lot No.: AH1220D ; f&EgHARE : 2020-06-26 % 2020-12-31 ; HAZ{E (Target) : 5.2 ; 2 1E#22 (SD): 040 (o) FAir : Lab009
Lab0o09
+3 5.0,
+2 5.0,
+1 5.0, v =] " [ ] ; L . = ° ° ° o
hd o °© ML S o o . ;
Target e—8—p 55 T . *© £
-1 5.0, LA hd hd
e o * o 7
=2 5,0,
=3 5.0,
Date 06-26 07-03 07-10 07-17 07-24 07-31 06-07 08-14 08-21 08-28 09-04 09-11 09-18 09-25 10-16 10-23 10-30 11-06 11-13 11-20 11-27 12-04 12-08 12-11 12-18 12-25
H%st 0 2020~ 12 © Change ; ZEFHART (CUM): [ 2020 © 06 « 26 © & 2020 ~ 12 - 31 ~ Change
[TOP]
Control N SDI 5 {filE] |
Lot No.: AH1220N ; fE#HART © 2020-06-26 %5 2020-12-31 ; EFE{# (Target) : 15.9 ; #{THEE (SD) : 0.70 FRAiL : Lab009
Lab0o09
+3 5.0,
+2 5.0,
+1 5.0, | * .- o * * o o
. e * o * . s '
Target .
L ] > L L ]
1 5.0, e e ¢ o *
=2 5,0,
=3 5.0,
Date 06-26 07-03 07-10 07-17 07-24 07-31 06-07 08-14 08-21 08-28 09-04 09-11 09-18 09-25 10-16 10-23 10-30 11-06 11-13 11-20 11-27 12-04 12-08 12-11 12-18 12-25
H4ist: 2020+ 12 ~ Change ; ZETHAR (CUM): [H 2020 - 06 ~ 26 - & 2020 ~ 12 - 31 ~ Change

[TOP]



Control D SDI 4 filE]

Lot No.: AH1220D ; ##BRHAR © 2020-06-26 Z 2020-12-31 ; EAZ{E (Target) : 5.2 ; S2404E3% (SD) : 0.40 BRIz : Lab009

Lab009
+3 5.0,

+2 5.0,

+1 5.0,

]
[n]
[n]

Target 0 = = s] & ] a ] u] i
=1 5.0,

-2 5,0,

-3 5.D.

Date 06-26 07-03 07-10 07-17 07-24 07-31 08-07 08-14 08-21 08-28 09-04 09-11 09-18 09-23 10-16 10-23 10-30 11-06 11-13 11-20 11-27 12-04 12-08 12-11 12-18 12-25

H4izt © 2020 ~ 12~ Change  ; EEHHARI (CUM) @ H 2020 ~ 06 ~ 26 ~ £ 2020 ~ 12 ~ 31 ~ Change

[TOP]




HinEREAr G6PD E B Wl EREHER (BR—)

Y2 LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) ‘| Change |

#EFE Reagent Kit : |4 - Lanner v| Change |
Sl EN#RER—
H#sts
-
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
) E Reagent Kit || Target | Mean | n for SD CV|| TE || TEa - Target | Mean | n for D CV|| TE || TEa -
UnitDLE | e[ 2] || (UrgHb) || (U/gHD) || Mean | PPl 6) | ) || %) (U/gHb) || (U/gHb) || Mean || > |1(%) || (%) || (%)
Lab006 4 15.3 15.3 4 10.3]2.0] 3.9 | 20 {|>6 5.3 5.3 4 ]|0.1{{1.9]3.8]| 20 [[>6
Lab007 4 16.4 16.7 10 ||0.5]13.0)| 7.8 || 20 |[>6 5.8 5.9 10 |{0.2][3.48.5( 20 |[5.4
Lab008 4 14.4 16.2 9 |[[0.2{1.2|[15.0] 20 [|>6 53 5.2 9 |(0.1][1.9]|5.7 | 20 ||>6
Lab009 4 15.9 15.8 5 |10.4)2.5] 57| 20 |[>6 5.2 53 5 |[0.1][1.9]|5.7 || 20 ||>6
Lab010 4 15.9 15.1 2 - - - 20 || - 5.2 5.2 2 - - -1 20 |f -
Lab011 4 16.8 17.0 2 - - - 20 || - 5.6 5.8 2 - - -1 20 |f -
Lab012 4 14.4 14.5 10 ||0.2]|1.4] 3.5 | 20 |[>6 53 5.2 10 |[0.1][1.95.7 || 20 ||>6
Lab029 4 15.5 15.2 5 0.6]13.9] 9.8 || 20 ||4.6 5.4 5.4 5 |[0.2](3.7] 7.4 20 [[5.4
Total 15.7 47 ([0.9(5.7| - - - 5.4 47 |[0.3|[5.6] - - -

2 (Bias)% = { [ | REH4SME (Mean) - BfE{E (Target) | 1/ BFE4E (Target) } x 100%
#ERAF= (TE, Total Error)% = 8872 (Bias)% + 2 x RETERMAE (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / BatEEEAE (CV)

[TOP]
RETHiet®R
BEELEARS ¢ B [2019 v|[02 v][01 v|Z [2020 v|[12 v][31 V]| Change
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)

) E Reagent Kit Target | Mean | n for D CV|| TE ||TEa - Target | Mean | nfor D CV|| TE ||TEa -
UnitID (Codel L] || U/gHb) || (U/gHb) | Mean||>"|l%) | %) || %) (U/gHb) || (U/gHb) | Mean||>P[2)|| %) || %)
Lab006 4 15.3 15.9 76 {|0.8]/5.0]14.0f 20 ||3.2 53 5.4 76 110.2113.7 ] 9.3 || 20 ||4.9
Lab007 4 16.4 16.6 81 |[0.5]|3.0(| 7.2 || 20 |[>6 5.8 5.8 81 ||0.1[| 1.7 ([ 3.4 | 20 ||>6
Lab008 4 14.4 14.9 200 {|0.9]/6.0]15.6{f 20 ||2.8 5.3 5.1 200 ||0.2{|3.9 (|11.6] 20 |4.2
Lab009 4 15.9 16.2 69 (10.6](3.71 9.3 |[ 20 ||4.9 5.2 5.5 69 1/10.2]/3.6(|13.0]| 20 ||4.0
Lab010 4 15.9 16.3 50 [|0.9]/5.5]13.6{f 20 ||3.2 5.2 5.5 50 |[0.3]|5.5](16.7|f 20 ||2.6
Lab011 4 16.8 16.5 58 [|0.6]/3.61 9.1 || 20 ||5.1 5.6 5.6 58 |[0.2]|3.6] 7.1 |[ 20 ||5.6
Lab012 4 14.4 15.1 119 [|0.5](3.3||11.5{f 20 ||4.6 5.3 5.3 119 |[{0.2]/3.8 | 7.5 || 20 ||5.3
Lab029 4 15.5 15.2 88 |[0.8]/5.3([12.5] 20 (|3.4 54 5.2 88 |[0.2]/3.8|(11.4|[ 20 ||4.3
Total - - 15.6 742 ||1.0]|6.4]| - - - - 5.4 742 (|0.3[|5.6] - - -
2 (Bias)% = { [ | B#HPGMHE (Mean) - BE(E (Target) | ]/ BFE{H (Target) } x 100%
4E=n =2 (TE, Total Error)% = §8%= (Bias)% + 2 x R & EARE (CV)

o (Sigma) = (TEa% - ERZ= (Bias)%) / REHEERAE (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 (2020/12) CUM (2019/02/01~2020/12/31)

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 15.3 15.3 4 0.3(2.0( 3.9 | 20 ||>6 15.3 15.9 76 110.8( 5.0 || 14.0]| 20 ||3.2
Lab007 4 16.4 16.7 10 |[0.5]3.0| 7.8 || 20 ||>6 16.4 16.6 81 [|0.5)3.0( 7.2 | 20 ||>6
Lab008 4 14.4 16.2 9 0.2 1.2 |[15.0] 20 ||>6 14.4 14.9 200 [[0.9] 6.0 15.6] 20 |2.8
Lab009 4 15.9 15.8 5 0425|571 20 ||>6 15.9 16.2 69 0.6 3.7 9.3 | 20 ||4.9
Lab010 4 15.9 15.1 2 - - - 20 || - 15.9 16.3 50 [[0.9)5.5(13.6] 20 |3.2
LabO11 4 16.8 17.0 2 - - - 20 || - 16.8 16.5 58 |10.6] 3.6 9.1 || 20 ||5.1
Lab012 4 14.4 14.5 10 [|0.2] 1.4 3.5 || 20 ||>6 14.4 15.1 119 ||0.5([ 3.3 || 11.5( 20 || 4.6
Lab029 4 15.5 15.2 5 0.6(3.9] 9.8 | 20 ||4.6 15.5 15.2 88 [[0.8) 5.3 |[12.5] 20 ||3.4

Total - - 15.7 47 ||0.9] 5.7 - - - - 15.6 742 ([ 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][12 V] | Change | FEEHRT (CUM) : 1 [2019 V| [02 v][01 V| z [2020 v][12 V|[31 V|| Change |
[TOP]
Control D H 45T Retist Z Ehiek
Control D (Lot No.: AH1220D)
Month (2020/12) CUM (2019/02/01~2020/12/31)

Uni m Reagent Kit || Target Mean || n for D CV| TE || TEa - Target Mean || nfor D CV | TE | TEa -
nitID! (cOde)E] (U/gHb) || (U/gHb) || Mean %) || (%) || (%) (U/gHb) || (U/gHb) || Mean @) || (%) || (%)
Lab006 4 53 53 4 0.1{[ 1.9 3.8] 20 [[>6 53 54 76 {[0.2([3.7] 9.3 || 20 [[4.9
Lab007 4 5.8 5.9 10 ]10.2]/ 3.4 85| 20 ||5.4 5.8 5.8 81 ||0.1)| 1.7 || 3.4 || 20 || >6
Lab008 4 5.3 5.2 9 0.1{{ 1.9 5.7 20 [[>6 53 5.1 200 ([0.2([3.9]11.6] 20 (4.2
Lab009 4 5.2 53 5 0.1{{ 1.9 5.7 20 [[>6 5.2 5.5 69 (0.2 3.6 13.0] 20 [|4.0
Lab010 4 5.2 5.2 2 - - - 20 || - 5.2 5.5 50 ([0.3([5.5]16.7] 20 [[2.6
Lab011 4 5.6 5.8 2 - - - 20 || - 5.6 5.6 58 10.2( 3.6 7.1 || 20 ||5.6
Lab012 4 5.3 5.2 10 ([0.1) 1.9 5.7 20 ||>6 5.3 5.3 119 ||0.2([ 3.8 || 7.5 || 20 |[5.3
Lab029 4 5.4 5.4 5 0.2 3.7 7.4 20 |54 5.4 5.2 88 |/0.2] 3.8 |[11.4] 20 (4.3
Total - - 5.4 47 03] 5.6 - - - - 5.4 742 1|03 5.6 - - -

$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%
4&za72 (TE, Total Error)% = 27 (Bias)% + 2 x RaTER(RE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)
Bt : [2020 v[[12 V] Change EHEART (CUM) : 1 [2019 v][02 v][01 v| 7 [2020 v|[12 v|[31 V|| Change
[TOP]
Reagent Kit Rg% %e:t

Lanner 4
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