G6PD & BNl mE Gat4ER K SDI 53

4% LotNo © AH1220N (2019-01-28 ~ 2100-12-31) Change
FUE 2
 RBREAL:Lab0l4 |
‘ Control N Control D
QC Control Lot No. AHI1220N AHI1220D
BRI Month CUM Month CUM
PRI (2020/12) (2020/10/06~2020/12/31) (2020/12) (2020/10/06~2020/12/31)
ZETHEE (N) 10 26 10 26
ZHP(E (Mean) U/gHb 162 16.3 54 54
EEHEHEE (SD) 0.3 0.3 0.3 0.2
BT EGE (CV) % 1.9 1.8 5.6 3.7
H#Z{g (Target) U/gHb 16.6 16.6 5.4 5.4
4R (TE) % 6.1 5.5 11.1 7.4
W] K EFAEERFE (TEa) % 20 20 20 20
o R >6 3.6 5.4
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% - 3572 (Bias)%) / Bt RAE (CV)
A4zt 2020~ 12~ Change ; ZEFHIRI (CUM): 4 2020 ~ 10 ~ 06 ~ & 2020 - 12 - 31 - Change
[TOP]
Control N 5z Control D SDI
~
53 i
Lot No.: AHI220N ; fgEgHAR © 2020-10-06 £ 2020-12-31 ; HiZ{H (Target) : 16.6 ; 2L (SD): 0.60 (o)
Lot No.: AH1220D ; f&EgHARE : 2020-10-06 % 2020-12-31 ; HAZ{H (Target) : 5.4 ; £ 1E#22 (SD): 020 (o) Ffir : Lab014
Lab014
+3 5.0,
o
+2 5.0,
o o
+1 5.0, o a a8
o * . o . -
Target = = = *
aree n e O v e o o g ¢ . * o e oo o o
-1 S5.D. . . B— 5% S o« * . .
o .
-2 5.0, = =
-3 5.0,
Date 10-06 10-09 10-13 10-16 10-20 10-23 10-27 10-30 11-03 11-06 11-10 11-13 11-17 11-20 11-24 11-27 12-04 12-08 12-11 12-15 12-16 12-22 12-25 12-29 12-31 12-31
A4zt 2020~ 12~ Change ; ZEFHARI (CUM): 4 2020 ~ 10 ~ 06 ~ & 2020 ~ 12 - 31 - Change
[TOP]

Control N SDI 4 fil&]

Lot No.: AHI220N ; i&E&HART © 2020-10-06 % 2020-12-31 ; EHAZ{H (Target) : 16.6 ; 25 1# = (SD) :

0.60 EAfi7 : Lab014

Lab014
+3 5.0,

+2 5.0,

+1 5.0,

Target

-1 5.D.

=2 5.0,

=3 5.D.

Date 10-06 10-09 10-13 10-16 10-20 10-23 10-27 10-30 11-03 11-06 11-10 11-13 11-17 11-20 11-24 11-27 12-04 12-06 12-11 12-15 12-185 12-22 12-25 12-29 12-31 12-31

Hé&at © 2020 -

12 ~ Change ;

ZEHHARI (CUM) © B 2020 ~ 10 ~ 06 ~ £ 2020 ~ 12 ~ 31 - Change

[TOP]



Lot No.: AH1220D ; f&EgHAR] © 2020-10-06 2 2020-12-31 ; H{Z{H (Target) : 5.4 ; 2 {E@H 52 (SD) : 0.20

Lab014
+3 5.0,

+2 5.0,
+1 5.0,
Target

=1 5.0,
=2 5.0,

-3 5.D.

Date

Control D SDI 4 filE]

BA{i7 : Lab014

[n]
[n]
o

10-06 10-09 10-13 10-16 10-20 10-23 10-27 10-30 11-03 11-06 11-10 11-13 11-17 11-20 11-24 11-27 12-04 12-08 12-11 12-15 12-18 12-22 12-25 12-29 12-31 12-31

H4izt © 2020 ~ 12~ Change ; EEHHARI (CUM) : H 2020 ~ 10 ~ 06 ~ £ 2020 ~ 12 ~ 31 ~ Change

[TOP]




HhebR B GOPD E Bl WHlmERETER (BR—)

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

1EFE Reagent Kit : |3 - Innovation v|| Change |

SIEN#RER—

[ Rar=

et HEy - 2020 v 12 v Change

| | | Control N (Lot No.: AH1220N) [l Control D (Lot No.. AH1220D) |
Reogent | ¢ M f CV|| TE ||TE T M f CV|| TE ||TE
. + Kit arget ean || n for a arget ean || n for al
Unipl L] oo 1] (VD)UY Miean SDl oo ea)||ca)| © | Urehb)|jUrgHb)Mean|>P| ¢6) || %) | %)

[Lavoos | 3 [ 171 ][ 173 5 Joafoe][23][20 [>6]][ 5.6 ][ 54 | 5 Jo.3|[5.6]14.7][20]2.9]

[Labo3 | 3 | 158 ][ 159 [ 9 Jo2Jr3][31]20]>6]] 52 ][ 23 ] 9 Jo.oj[o-0][55.8]20]>6]
[Labo14 [ 3 166 | 162 ] 10 Jo3|[19][6.1][20]>6][ 54 | 54 ] 10 |.|56||111|| 20 |-
Lab016 3 153 | 160 | 5 .06 5.8 0|] 52 | 52 |5 1.9][3.8][20][>¢]
Lab044 3 177 [ 165 ][ 8 Jo.s|3.0]r2.8[20 e[ 5.6 | 54 | 8 1.9 73 20

| Tol || - | - [l163 |37 |l|31|| | - IDDI - | 46 [[37 13 |l|283|| -]
¥R (Bias)% = { [ | REHP(E (Mean) - HFE{E (Target) |1/ EAE{H (Target) } x 100%

&EzR72 (TE, Total Error)% = §27= (Bias)% + 2 x BEETHERMAE (CV)

o (Sigma) = (TEa% - #22 (Bias)%) / RiTEEAE (CV)

(TOP]

[Etoer=

EEHHAR ¢ i (2019 v|[02 V|01 v|Z [2020 v|[12 v|[31 V|| Change |

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

Reagent
] T Kit Target | Mean | n for CV| TE ||TEa Target || Mean ||n for CV || TE | TEa
UninpL£] (U/gHb)|[(U/gHb)[Mean|> o) @) | @) || © || [(Uretb)|(Urgtb)|[Mean| > ¢) || 26) [|)

(Code)IZI

Lab004 3 171 | 172 | 87 Jo3[L7][4][20]>6][] 56 ] 55 | 87 Jo2][3.6][9.1][20
Lab013 158 ][ 159 173 Jo2|[t3][3.1][20 >6][ 52 ] 5.0 ] 173 Jo.7][14.0]31.8][ 20

HENME
SN =

3
Lab014 3 16.6 ][ 16.0 | 63 Jo.9][5.6][14.9][20 J2.9][ 5.4 63 3.6][9.1][20

[Lavote | 3 153 ][ 161 | 74 Jo2fr2][7.7][20 >6]][ 52 || 52 || 74 |.|19||38||20|-
[ Labo44 | 3 | 177 ][ 172 177 Jo7)4a]irof 20 Ja2 ][ 5.6 ][ 5.5 | 177 Jo-2|[3-6][9.1]20][5.1]
Crow |- - ]t e Josfas] - | J0_- 52 I foams] - -]

BR2E (Bias)% = { [ | RETEI9ME (Mean) - BAE{E (Target) | 1/ EAE{E (Target) } x 100%
4= (TE, Total Error)% = iRz (Bias)% + 2 x B8 E(AE (CV)
o (Sigma) = (TEa% - Z&7= (Bias)%) / BB R(AE (CV)

[TOP]

Reagent Kit

Innovation ||3 |




HinEREAr G6PD E B Wl EREHER (BRT)

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

312 Reagent Kit : |3 - Innovation v Change |

BIEN#RZR
Control N H#taTEE BEt4tsT 2 Lh
B
Control N (Lot No.: AH1220N)
Month (2020/12) CUM (2019/02/01~2020/12/31)
Reagent Kit || Target Mean | n for CV| TE || TEa Target Mean || n for CV|| TE ||TEa
UnitIDm : SD o H SD o

(cOde)E] (U/gHb) || (U/gHb) | Mean )|l %) |[ (%) (U/gHb) || (U/gHDb) || Mean )| %) || (%)

Lab004 3 17.1 17.3 5 ]|0.1{{0.6] 2.3 || 20 [[>6 17.1 17.2 87 |[0.3]|1.7] 4.1 || 20 ||>6
Lab013 3 15.8 15.9 9 lo2][1.3] 3.1 20 |[>6 15.8 15.9 173 1|0.2{[1.3 ]| 3.1 || 20 ||>6
Lab014 3 16.6 16.2 10 J[o3][1.9] 6.1 20 [>6 16.6 16.0 63 |[0.9]/5.6]/14.9]| 20 ||2.9
Lab016 3 153 16.0 [0.1][0.6] 5.8 | 20 |[>6 15.3 16.1 74 |[0.2]|1.2]| 7.7 || 20 ||>6
Lab044 3 17.7 16.5 8 [lo.5][3.0]12.8] 20 [[4.4 17.7 17.2 177 1|0.7{(4.1 ||11.0] 20 (4.2
Total - - 16.3 37 [|0.5]|3.1| - - 16.6 574 |0.8([4.8]| - -l -

32 (Bias)% = { [ | B5HPEG{HE (Mean) - EFE{E (Target) | ]/ EFE{E (Target) } x 100%
#8ER7= (TE, Total Error)% = §RZE (Bias)% + 2 x RETERMAE (CV)
o (Sigma) = (TEa% - 583% (Bias)%) / BEHEER(ABL (CV)

Akt : (2020 v|[12 v Change | EEHHARS (CUM) : & 2019 v|[02 v|[01 v|Z [2020 v|[12 v|[31 v|| Change

[TOP]
Control D H&sTEL BEt4tat 2 th
Y
Control D (Lot No.: AH1220D)
Month (2020/12) CUM (2019/02/01~2020/12/31)

Reagent Kit Target || Mean || n for CV || TE ||TEa Target || Mean || n for CV || TE || TEa
uniupl<] (Codel L] [[(UrgHb) || UrgHb) | Mean S| %) | %) |20 || © ||| Urghb) || Urghb) || Mean|| 3P| 6) || @) || @6) | ©
Lab004 3 5.6 5.4 5 110.3] 5.6 |[14.7|| 20 ||2.9 5.6 5.5 87 [0.2{f 3.6 || 9.1 || 20 |[5.1
Lab013 3 52 2.3 9 110.0]| 0.0 [|55.8(f 20 ||>6 52 5.0 173 110.7]/14.0(|31.8|f 20 ||1.2
Lab014 3 5.4 5.4 10 ]|10.3]| 5.6 |[11.1{f 20 ||3.6 5.4 5.5 63 110.2]/3.6 (9.1 | 20 ||5.0
Lab016 3 52 5.2 5 ]|0.1]| 1.9 | 3.8 || 20 ||>6 52 5.2 74 110.1]] 1.9 || 3.8 || 20 ||>6
Lab044 3 5.6 5.4 8 [[0.1[ 1.9 || 7.3 || 20 [[>6 5.6 5.5 177 110.2] 3.6 || 9.1 |[ 20 ||5.1
Total - - 4.6 37 |11.3]|28.3| - - - - 53 574 0.4 7.5 - - -
2 (Bias)% = { [ | BEHEIGE (Mean) - BE{E (Target) | 1/ BFE{H (Target) } x 100%

YEER32 (TE, Total Erron)% = 3825 (Bias)% + 2 x BEHBFE(HE] (CV)
o (Sigma) = (TEa% - 38 (Bias)%) / B+ F{48 (CV)
Bzt : [2020 V][12 V] | Change |  matiARg (CUM) : [ [2019 vl[02 v][01 v] 7 [2020 v][12 v][31 V]| Change |
[TOP]
. Reagent
Reagent Kit Code
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