2020 & 07 *

G6PD T E & %

FHREPIEFFEEL

S AR Bk FREP NS R LAY
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
Fbe 8 i 8 8
Bw IR #k (n) 47 47
¢ i~ #k (Median) 15.9 (U/gHb) 5.3 (U/gHb)
T 12 (Mean) 15.6 (U/gHb) 5.4 (U/gHb)
%% 2L (SD) 1.1 0.3
%3 % (CV) 7.1% 5.6%

G6PD % i § ] 13.7 ~ 17.2 (U/gHb) 4.5~ 6.0 (U/gHb)
Hb # % i& § i 2.0 ~2.4 (g/dL) 1.9 ~2.4 (g/dL)
*Peh 5370 2ME v AR ) BRI L T T

** G6PD Method = Lanner kit, 37°C
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G6PD & EfBrN i Edtat &SR K SDI 2 filE

BEIE LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
Il 2
A EA BE .
 HRERE( : Lab008 |
| ‘ Control N Control D
QC Control Lot No. AHI1220N AH1220D
BRI Month CUM Month CUM
PRIIR (2020/07) (2020/05/09~2020/07/31) (2020/07) (2020/05/09~2020/07/31)
ZETEEET (N) 9 26 9 | 26
2 EH(H (Mean) U/gHb 14.2 142 51| 5.1
ZEFEEHESE (SD) 02 0.8 01 | 0.1
B EEGAE (CV) % 1.4 5.6 20 | 2.0
H fZ{E (Target) U/gHb 14.4 14.4 53 | 53
495872 (TE) % 4.2 12.7 77 | 7.7
A2 EFYAER7 (TEa) % 20 20 20 | 20
\ o B 33 > | 6
72 (Bias)% = { [ | BatFH9(E (Mean) - HAE(H (Target) | 1/ HAZ{E (Target) } x 100%
Y87 (TE, Total Erron)% = 572 (Bias)% + 2 x ZLSHEEAH (CV)
o (Sigma) = (TEa% - 5572 (Bias)%) / B4 (CV)
H4izt © 2020 07 Change 5 ZEEHHARI (CUM) : H 2020 05 09 £ 2020 07 31 Change
[TOP]
Control N Kz Control D SDI
~
PaKiii
Lot No.: AH1220N ; f&EgHAR] @ 2020-05-09 Z 2020-07-31 ; HAZ(H (Target) : 14.4 ; 2% {ZH52 (SD): 1.30 (o)
Lot No.: AHI220D ; #E&HART © 2020-05-09 Z 2020-07-31 ; EI4%{# (Target) : 5.3 ; &% {5452 (SD): 040 (o) SRAir : Lab008
Lab008
+3 5.0,
+2 5.0, + ry
+1 5.0,
Target g L B . * * W W ¥ o & o . e e § & g °* 8 et b
-1 5.D. [u] a o o a o o a
ﬁ o
=2 5,0,
=3 5.0,
Date 05-09 05-13 05-16 05-20 05-23 05-27 05-30 06-03 06-03 06-06 06-06 06-10 06-13 06-17 06-20 06-24 06-27 O7-01 07-04 O7-08 07-11 07-15 07-18 07-22 07-25 07-29
H%izt© 2020 07 Change ; ZEHHAR (CUM): H 2020 05 09 & 2020 07 31 Change
[TOP]
Control N SDI 73R [El
Lot No.: AHI220N ; #E#ARS © 2020-05-09 Z 2020-07-31 ; EIAZ{# (Target) : 14.4 ; {5452 (SD) : 1.30 AL : Lab008
Lab008
+3 5.0,
+2 5.0, * -
+1 5.0,
Target ' r * . r ] ] [ A r A . . * [ [ * . ) . (] . b
-1 5,0,
.
=2 5.0,
=3 5.0,
Date

EE

2020 07 Change

s

ZEFHIRT (CUM) © [ 2020 05 09 % 2020 07 31

Change

05-09 05-13 05-16 05-20 05-23 05-27 05-30 06-03 06-03 06-06 06-06 06-10 06-13 06-17 06-20 06-24 06-27 07-01 07-04 07-08 07-11 07-15 07-18 07-22 07-25 07-29

[TOP]



Lot No.: AH1220D ; f@EgHAR] @ 2020-05-09 & 2020-07-31 ; HAZ(H (Target) : 5.3 ; & {EHE (SD) : 0.40

Lab008
+3 5.0,

+2 5.0,
+1 5.0,
Target
=1 5.0,
=2 5.D.

-3 5.D.

Date

Control D SDI 43 fff &l |

E3{17 : Lab008

[u] o o

05-09 05-13 05-16 05-20 05-23 05-27 05-30 06-03 06-03 06-06 06-06 06-10 06-13 06-17 06-20 06-24 06-27 07-01 07-04 07-08 07-11 07-13 07-18 07-22 07-23 07-29

H4izt © 2020 07 Change 5 EEHHARI (CUM) : H 2020 05 09 £ 2020 07 31 Change

[TOP]




HinEREAr G6PD E B Wl EREHER (BR—)

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

#EFE Reagent Kit : |4-Lanner V|| Change |
H&atR

Gt Af -

Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)

Uni E Reagent Kit Target | Mean | nfor SD CV|| TE ||TEa - Target | Mean | nfor SD CV|| TE ||TEa -
nitID (cOde)E] (U/gHb) || (U/gHb) | Mean ||° [|%)|| %) || (%) (U/gHb) || (U/gHb) | Mean | [|(%) || (%) || (%)
Lab006 4 15.2 16.1 6 |[0.9][5.6]17.1] 20 |25 5.3 5.3 6 ||0.2]/3.8] 7.5 20 ||5.3
Lab007 4 17.6 16.5 9 WZA 11.1) 20 |[|5.7 6.0 5.8 9 |[|0.1]|1.7]f 6.8 || 20 ||>6
Lab008 4 14.4 14.2 9 fo2][1.4] 42 20 [[>6 5.3 5.1 9 |10.1]|2.0( 7.7 || 20 ||>6
Lab009 4 15.9 16.6 5 E 1.2 6.8 || 20 [|>6 5.2 5.6 5 0.1]| 1.8 ||11.3]| 20 ||>6
Lab010 4 15.9 16.4 5 lo4|2.4] 8.0 20 |[>6 5.2 5.5 5 ]10.4]7.3{20.3]| 20 ||1.9
Lab011 4 15.8 16.2 s Jfo2][12] 5.0 20 [[>6 54 5.4 5 ||0.1]| 1.9 3.7 || 20 ||>6
Lab012 4 15.8 14.8 8 lo.6][4.1]14.4] 20 |[3.3 5.2 5.1 8 ||0.1]|2.0 5.8 || 20 ||>6
Lab029 4 15.3 14.3 4 lo3][2.1]10.7] 20 [[>6 5.2 4.9 4 |[0.3][6.1]18.0f 20 [2.3
Total - - 156 | 51 Juafza] - | - 1I- - 54 | 51 Jo3][se] -1 - | -

3 (Bias)% = { [ | BEFFEE (Mean) - EE{E (Target) | 1/ BAE{E (Target) } x 100%

#EEA= (TE, Total Error)% = ERZE (Bias)% + 2 x RETERMAE (CV)

o (Sigma) = (TEa% - 387 (Bias)%) / REHEERAE (CV)

[TOP]
REt#at*=
AR - B [2019 v|[02 v|[01 V| 7 [2020 v|[07 v|[31 V|| Change
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
Reagent Kit

uniaolL] | T | et | gty | tean |52 o] o oo | @ || iy | ety | mtean | P ] 0 | 0| ©
Lab006 4 15.2 15.8 54 1|0.8]|5.1|14.1] 20 ||3.1 53 53 54 ||0.1{|1.9([ 3.8 || 20 ||>6
Lab007 4 17.6 16.6 46 |[0.6([3.6([12.9(f 20 |[4.0 6.0 5.8 46 |(0.2]/3.41/10.2(| 20 (|4.9
Lab008 4 14.4 14.8 155 |[0.9][6.1]14.9] 20 ][2.8 53 5.1 155 1|0.2{|3.9 |[11.6] 20 ||4.2
Lab009 4 15.9 16.4 49 fo.5][3.0][ 9.2 20 |[5.6 5.2 5.6 49 1/0.2]13.6|/14.8|f 20 (|3.4
Lab010 4 15.9 16.7 36 R 3.6(12.2( 20 ||4.2 5.2 5.6 36 |[0.3]|5.4]/18.4|f 20 ||2.3
Lab011 4 15.8 16.4 39 {10.5](3.0] 9.9 |[ 20 ||5.4 54 5.7 39 |(0.2]|3.5]/12.6]| 20 (4.1
Lab012 4 15.8 15.2 80 |[0.5]/3.3([10.4] 20 (|4.9 5.2 5.3 80 |[0.2]/3.8] 9.5 || 20 ||4.8
Lab029 4 15.3 15.3 67 ESQ 10.5f 20 ||3.8 5.2 5.2 67 |[0.2]/3.8| 7.7 || 20 ||5.3
Total - - 156 | 527 |[1.0]fea] - | - | - - 53 |[527 Jo3][s7] - | - I -

2 (Bias)% = { [ | B#HPGME Mean) - BE(E (Target) | 1/ BFE{E (Target) } x 100%

4E=n=2 (TE, Total Error)% = §8%= (Bias)% + 2 x BT & EARE (CV)

o (Sigma) = (TEa% - ERZE (Bias)%) / REHEERAE (CV)

[TOP]
Reagent Kit Rg;(\)%egt

Lanner 4




ZiubR B GOPD & Binly NEmERETER (R

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

¥E1E Reagent Kit : |4 - Lanner v| Change

SIEN#EFR_

Control N A $RETH RET T2 FEEBSR

Control N (Lot No.: AH1220N)
Month (2020/07) CUM (2019/02/01~2020/07/31)

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 15.2 16.1 6 0.9 5.6 |17.1] 20 |[2.5 15.2 15.8 54 [[0.8[ 5.1 ([ 14.1{ 20 ||3.1
Lab007 4 17.6 16.5 9 04| 24|11.1] 20 |57 17.6 16.6 46 ||0.6]3.6]12.9(f 20 ({4.0
Lab008 4 14.4 14.2 9 02141 42| 20 ||>6 14.4 14.8 155 [[0.9] 6.1 || 14.9] 20 ||2.8
Lab009 4 15.9 16.6 5 02 1.2 6.8 | 20 ||>6 15.9 16.4 49 |10.5]3.0] 9.2 || 20 |[5.6
Lab010 4 15.9 16.4 5 04241 8.0 20 ||>6 15.9 16.7 36 |10.6f 3.6 12.2] 20 ||4.2
LabO11 4 15.8 16.2 5 0.2] 1.2 | 5.0 || 20 ||>6 15.8 16.4 39 ([0.5([3.0( 99 || 20 ||5.4
Lab012 4 15.8 14.8 8 0.6 4.1 |[14.4( 20 |[3.3 15.8 15.2 80 |/0.5]3.3]/10.4] 20 [|4.9
Lab029 4 153 14.3 4 0.3] 2.1 |[10.7f 20 ||>6 15.3 15.3 67 |10.8(5.2]10.5] 20 ||3.8

Total - - 15.6 51 (1.1} 7.1 - - - - 15.6 527 ([ 1.0]| 64| - - -

2872 (Bias)% = { [ | BEHFHME (Mean) - HE{E (Target) | 1/ BAE{E (Target) } x 100%
4EER= (TE, Total Error)% = 2% (Bias)% + 2 x BETEE(4E (CV)
o (Sigma) = (TEa% - &= (Bias)%) / REBEMAE (CV)

Bzt : [2020 v][07 V] | Change | FEHRT (CUM) : 1 [2019 V| [02 v][01 V| [2020 v][07 V|[31 V|| Change |
[TOP]
Control D H 45T Ret&ist Z Ehiek
Control D (Lot No.: AH1220D)
Month (2020/07) CUM (2019/02/01~2020/07/31)

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 53 6 0.2] 3.8 7.5 || 20 |[5.3 53 53 54 ||0.1||1.9] 3.8 || 20 ||>6
Lab007 4 6.0 5.8 9 0.1 1.7 || 6.8 || 20 ||>6 6.0 5.8 46 |0.2]3.41(10.2| 20 (4.9
Lab008 4 53 5.1 9 0.1{[2.0( 7.7 || 20 ||>6 5.3 5.1 155 |[0.2][ 3.9 11.6( 20 ||4.2
Lab009 4 5.2 5.6 5 0.1 1.8 [11.3 || 20 ||>6 5.2 5.6 49 110.2] 3.6 14.8] 20 (3.4
Lab010 4 5.2 5.5 5 0.4 7.3[20.3(f 20 ||1.9 5.2 5.6 36 ([0.3([5.4(18.4( 20 |2.3
Lab011 4 54 5.4 5 0.1 1.9 3.7 || 20 [|>6 5.4 5.7 39 10.2([ 3.5]12.6] 20 ||4.1
Lab012 4 5.2 5.1 8 0.1([2.0 [ 5.8 || 20 [|>6 5.2 5.3 80 1|0.2|[3.81] 9.5 | 20 ||4.8
Lab029 4 5.2 4.9 4 0.3]6.1 [ 18.0 20 |[2.3 5.2 5.2 67 ([0.2(3.8( 7.7 || 20 ||5.3
Total - - 5.4 51 (03] 5.6 - - - - 53 527 1103 5.7 - - -

$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%

4&zR7= (TE, Total Error)% = 27 (Bias)% + 2 x R 8 R(4E (CV)

o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)

Bt : [2020 v[[07 V] Change EHEART (CUM) : 1 [2019 v][02 v][01 v| 7 [2020 v|[07 v|[31 V|| Change

[TOP]
Reagent Kit Rg% %e:t

Lanner 4
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