2020 = 08 *

G6PD % ##% FHEZPM N&EFHFL |

— i R E A FHREP ST SRR
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
9;}4‘1 H > 8 8
B sF e (n) 44 44
¢ i~ # (Median) 16.0 (U/gHDb) 5.4 (U/gHDb)
I 3aE (Mean) 15.5 (U/gHb) 5.4 (U/gHDb)
& 1 (SD) 1.1 0.3
2R % (CV) 7.1% 5.6%
G6PD t& &% & 4 [l 13.2 ~ 17.0 (U/gHDb) 4.7 ~ 6.0 (U/gHb)
Hb & % (& 4 [l 2.0~ 2.4 (g/dL) 1.9~2.4 (g/dL)
*ret B % 2HME Fwdpar Bdp R A3 E T
** G6PD Method = Lanner kit, 37°C
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G6PD & ERERM B m E Giat&ER ke SDI -4

HEf% LotNo : AH1220N (2019-01-28 ~ 2100-12-31) ~ Change
SENE%
A A B2 .
| t&BREfI : Lab012
‘ | Control N Control D
| QC Control Lot No. | AHI1220N AH1220D
BRI Month CUM Month CuM
IR (2020/08) (2020/05/22~2020/08/31) (2020/08) (2020/05/22~2020/08/31)
FETEEE (N) 7 26 7 26
ZETFHEE (Mean) U/gHb 14.5 14.8 5.1 5.1
| ZEHEAESE (SD) [ o1 | 0.5 0.1 0.1
ZEBAEGE (CV) % 0.7 34 2.0 2.0
EI (& (Target) U/gHb 15.8 15.8 52 52
YERTE (TE) % 9.6 13.1 5.8 5.8
\ F 75 HF R (TEa) % [ 20 | 20 20 20
\ o o6 | 4.0 I >6
7= (Bias)% = { [ | ZETEEME (Mean) - HEE(E (Target) |1/ EFE{E (Target) } x 100%
4H5R7Z (TE, Total Error)% = 5772 (Bias)% + 2 x RETEE(AE (CV)
o (Sigma) = (TEa% - 527 (Bias)%) / BT FAHE (CV)
H&kzl: 2020 ~ 08« Change ; ZEFHART (CUM): [ 2020 ~ 05~ 22 « 5 2020 ~ 08 + 31 - Change
[TOP]

Control N & Control D SDI
paxiii=!

Lot No.: AH1220N ; f&EgHAR] : 2020-05-22 % 2020-08-31 ; HFZE{H (Target) : 15.8 ; 251THEZ (SD): 0.40 (o)
Lot No.: AH1220D ; BERHAR © 2020-05-22 Z5 2020-08-31 ; FIEE(E (Target) : 5.2 ; £%fE435 (SD) : 020 (o) Bty : Lab012
Lab012
+3 5.0,
+2 5.0,
+1 5.0,
o o o o
Target = = o = =5 a
o o o e o e o o o o o o
-1 5.D. o o L L L o
o . . o

-2 5.0, * * o . r
-3 5.0, - . B L

¢ . * . *

- o © -

Date 05=22 05-26 05=-29 06=02 06-05 06=09 06=12 06-16 06-19 06=26 06=30 07=03 07=-06 07=-10 07=-17 07=-21 07-24 07=-28 07-31 06-04 08-11 05-14 08-18 08-21 0B-25 08-28

Hé%gst - 2020 - 08« Change

ZETHAR (CUM) - H 2020 ~ 05+ 22~ % 2020 ~ 08 ~ 31 v

Change

[TOP]

Control N SDI 43 [E]

Lot No.: AHI220N ; fiBHAfN] © 2020-05-22 Z 2020-08-31 ; HAZH (Target) : 15.8 ; T4 (SD) : 0.40

B : Lab012

Lab012
+3 5.0,

+2 5.0,

+1 5.0,

Target

-1 5.0. . . .

-2 5.0, |e - *

-3 S.D. * L

Date

Hé%tst © 2020 ~ 08« Change

FEHHAR (CUM) @ H 2020 ~ 05~ 22 ~ & 2020 ~ 08 ~ 31 ~

Change

05-22 05-26 05-29 06-02 06-05 06-09 06-12 06-16 06-19 06-26 06-30 07-03 07-06 07-10 07-17 07-21 07-24 07-28 07-31 08-04 08-11 08-14 08-18 08-21 08-25 08-28

[TOP]



. Control D SDI 43-{fil&

Lot No.: AH1220D ; #BRHARS © 2020-05-22 75 2020-08-31 ; EFE{E (Target) : 5.2 ; £ :4:3% (SD) : 0.20 I : Lab012

Lab012
+3 5.0,

+2 5.0,

+1 5.0,

Target £ £ £ £ £ & &

-1 5.0, 8 a8 =)
=2 5.0,

=3 5.D.

Date 05-22 05-26 05-29 06-02 06-05 06-09 06-12 06-16 06-19 06-26 06-30 07-03 07-06 07-10 07-17 07-21 07-24 07-28 07-31 08-04 08-11 08-14 08-18 08-21 08-25 08-28

B4t : 2020 + 08~ Change ; ZE[HARG (CUM): [5 2020 v 05+ 22 ~ % 2020 ~ 08 © 31 v Change

[TOP]




HinEREAr G6PD E B Wl EREHER (BR—)

JEE LotNo © | AH1220N (2019-01-28 ~ 2100-12-31) ‘| Change |

#EFE Reagent Kit : | 4 - Lanner V" Change |
Sl EN#RER—
H#sts
GratAt :
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)

. E Reagent Kit || Target | Mean || n for SD CV|| TE ||TEa - Target | Mean | nfor SD CV|| TE ||TEa -
UnitID (cOde)E] (U/gHb) || (U/gHb) || Mean (%)|| (%) || (%) (U/gHb) || (U/gHb) || Mean (%) (%) || (%)
Lab006 4 16.2 16.1 6 |[1.1][6.8][14.3] 20 [[2.9 5.3 54 6 ||0.2]13.7] 9.3 || 20 ||4.9
Lab007 4 16.4 16.4 8 110.4]|2.4] 4.9 | 20 ||>6 5.8 5.9 8 ||0.1]| 1.7 | 5.1 || 20 ||>6
Lab008 4 14.4 14.4 9 Jlo2|[14]2.8] 20 |[>6 5.3 5.2 9 ||0.1]| 1.9 5.7 || 20 ||>6
Lab009 4 15.9 16.5 4 [|0.3(|1.8 7.4 || 20 |[>6 5.2 5.5 4 1(0.2]/3.6(/13.0(| 20 (|4.0
Lab010 4 15.9 16.2 3 |[0.0][0.0( 1.9 || 20 ||>6 5.2 5.6 3 ||0.1]| 1.8 | 11.3]| 20 ||>6
Lab011 4 16.8 16.7 4 [|0.3(|1.8 4.2 || 20 |[>6 5.6 5.6 4 |(0.1])[1.8] 3.6 || 20 |[>6
Lab012 4 15.8 14.5 7 |[0.1][0.7 | 9.6 || 20 |[>6 5.2 5.1 7 ]|0.1]|2.0 5.8 || 20 ||>6
Lab029 4 15.5 14.0 3 |[0.7][5.0(/19.7|| 20 |[2.1 54 5.0 3 ]10.3]16.0(19.4] 20 ||2.1
Total - - 15.5 44 |[1.1)| 7.1 - - - - 5.4 44 110.3]|5.6| - - -
#22 (Bias)% = { [ | REFPISME (Mean) - EAE{E (Target) | 1/ BEUE (Target) } x 100%

HEERZE (TE, Total Error)% = §/7 (Bias)% + 2 x RETEEAE (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / REHEERAE (CV)
[TOP]
FEt4atsR
BEELHARS ¢ B [2019 v|[02 v][01 v|Z [2020 v|[08 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 16.2 159 60 1(0.8]/5.0||11.9| 20 ||3.6 53 53 60 ||0.1{|1.9(f 3.8 | 20 ||>6
Lab007 4 16.4 16.6 54 110.6]|3.6| 8.4 | 20 ||5.2 5.8 5.8 54 ||0.1[| 1.7 ([ 3.4 || 20 ||>6
Lab008 4 14.4 14.8 164 ||0.9]16.1]14.9] 20 ||2.8 53 5.1 164 1|0.2{|3.9 |[11.6] 20 ||4.2
Lab009 4 15.9 16.4 53 ]|0.5]13.0] 9.2 || 20 ||5.6 5.2 5.6 53 1|0.2]3.6 || 14.8] 20 ||3.4
Lab010 4 15.9 16.6 39 (|0.6]/3.6|11.6(f 20 ||4.3 5.2 5.6 39 |[0.3]|5.4]/18.4|f 20 ||2.3
Lab011 4 16.8 16.4 43 110.5](3.0 8.5 |[ 20 ||5.9 5.6 5.7 43 (10.2](3.5|[ 8.8 || 20 ||5.2
Lab012 4 15.8 15.2 87 1[0.5]/3.3([10.4] 20 (|4.9 5.2 5.3 87 1[0.2]/3.8 ] 9.5 || 20 ||4.8
Lab029 4 15.5 15.2 70 [|0.9]/5.913.8(f 20 ||3.1 54 5.2 70 (0.2]/3.8|[11.4|[ 20 ||4.3
Total - - 15.6 571 ||1.0]|6.4]| - - - - 53 571 |0.3(|5.7]| - - -
2 (Bias)% = { [ | B#HPGMHE Mean) - BE{E (Target) | 1/ BFE{E (Target) } x 100%
4E=n =2 (TE, Total Error)% = §8%= (Bias)% + 2 x R & EARE (CV)

o (Sigma) = (TEa% - 5872 (Bias)%) / REHEERAE (CV)
[TOP]
. Reagent
Reagent Kit Code

Lanner 4




FiubR B GOPD E Binly NEmERETER (R

$EHE LotNo : [AHI220N (2019-01-28 ~ 2100-12-31) V| Change |

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

Control N A $RETHRETHs T2 FEEBSR

SIEN#EFR_

Control N (Lot No.: AH1220N)
Month (2020/08) CUM (2019/02/01~2020/08/31)

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 16.1 6 1.1/ 6.8 || 14.3] 20 |[2.9 16.2 15.9 60 ([0.8([5.0(11.9( 20 |3.6
Lab007 4 16.4 16.4 8 041241 49 || 20 ||>6 16.4 16.6 54 ([0.6(3.6| 84 | 20 ||5.2
Lab008 4 14.4 14.4 9 0.2] 1.4 2.8 || 20 ||>6 14.4 14.8 164 ||0.9( 6.1 | 14.9( 20 ||2.8
Lab009 4 159 16.5 4 0.3]| 1.8 7.4 || 20 ||>6 15.9 16.4 53 ||0.5]13.0] 9.2 || 20 [|5.6
Lab010 4 159 16.2 3 0.0/0.0f 1.9 || 20 ||>6 15.9 16.6 39 ([0.6(3.6|11.6( 20 ||4.3
Lab011 4 16.8 16.7 4 03| 1.8 [ 4.2 || 20 [|>6 16.8 16.4 43 |[0.5] 3.0 |f 8.5 || 20 {[5.9
Lab012 4 15.8 14.5 7 0.1([0.7 || 9.6 || 20 [|>6 15.8 15.2 87 110.5|[3.3]10.4( 20 ||4.9
Lab029 4 15.5 14.0 3 0.7] 5.0 [ 19.7 || 20 |[2.1 15.5 15.2 70 ([0.9( 5.9 13.8 20 ||3.1

Total - - 15.5 44 |11.1) 7.1 - - - - 15.6 571 || 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)
Bt : [2020 v][os V] [ Change | gatigifs (CUM) : & [2019 v[02 v][o1 v]|Z[2020 v][08 v][31 V][ Change |
[TOP]
Control D /3 ea B RETGeat 2 loBek
Control D (Lot No.: AH1220D)
Month (2020/08) CUM (2019/02/01~2020/08/31)

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 5.4 6 0.2] 3.7 9.3 || 20 ||4.9 53 53 60 ([0.1({1.9]f 3.8 || 20 ||>6
Lab007 4 5.8 5.9 8 0.1] 1.7 || 5.1 || 20 ||>6 5.8 5.8 54 ([0.1([ 1.7 3.4 || 20 || >6
Lab008 4 53 5.2 9 0.1 1.9 5.7 || 20 ||>6 5.3 5.1 164 ||0.2][ 3.9 11.6( 20 ||4.2
Lab009 4 5.2 5.5 4 0.2 3.6 || 13.0(| 20 ||4.0 5.2 5.6 53 ||0.2] 3.6 | 14.8| 20 ||3.4
Lab010 4 5.2 5.6 3 0.1 1.8 [11.3 || 20 ||>6 5.2 5.6 39 ([0.3([5.4(18.4( 20 ||2.3
Lab011 4 5.6 5.6 4 0.1 1.8 [ 3.6 || 20 [|>6 5.6 5.7 43 |[0.2]| 3.5 | 8.8 || 20 [[5.2
Lab012 4 5.2 5.1 7 0.1([2.0 [ 5.8 || 20 [|>6 5.2 5.3 87 110.2|[3.81] 9.5 || 20 ||4.8
Lab029 4 54 5.0 3 0.3]/6.0 ([19.4( 20 |[2.1 5.4 5.2 70 (0.2 3.8 11.4( 20 ||4.3

Total - - 5.4 44 110.3)15.6 - - - - 53 571 ||10.3) 5.7 - - -
$R72 (Bias)% = { [ | BETPIE (Mean) - BFEE (Target) | ]/ B (Target) } x 100%
YEIRE (TE, Total Error)% = £27= (Bias)% + 2 x B8 E(4E (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt EEE(HE (CV)
Bt : [2020 v][08 ] Change R (CUM) © 1 (2029 v[02 v][o1 v|z[2020 v][08 v][31 || Change
[TOP]
. Reagent
Reagent Kit Co%le

Lanner 4
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