G6PD ¢ S fm i N El b E e TG A s SDI 531

HEJE LotNo © | BIO922N (2021-01-01 ~ 2100-12-31) v | Change |

FUENE%
A A BE .
 iBBAT{iL:Labole |
| | Control N Control D
| QC Control Lot No. | BJ0922N BJ0922D
HERHRT Month CUM Month CUM
IR (2021/05) (2021/02/04~2021/05/31) (2021/05) (2021/02/04~2021/05/31)
| ZEHEH (N) | 2 14 2| 14
| ZETH9(E Mean) U/gHb | 144 147 47 | 48
| ZEHEAE (SD) - 0.7 - 0.3
| ZEEEGE (CV) % .- 48 - 6.3
| H {1 (Target) U/gHb | 138 13.8 47 | 47
| YHERFE (TE) % | - 16.0 - \ 14.6
| TS HEIAZE (TE) % [ 20 20 20 | 20
| o | - 2.8 - \ 2.8
2 (Bias)% = { [ | BeHPH(H (Mean) - HAZH (Target) | 1/ EIEE{E (Target) } x 100%
4HER7% (TE, Total Error)% = 5275 (Bias)% + 2 x BUE{58 B 4# (CV)
o (Sigma) = (TEa% - iz (Bias)%) / Rt 5%HE (CV)
Bzt : (2021 v |05 v [Change| ; ZxHHART(CUM): (2021 v (02 v|[04 v % 2021 v|[05 v|[31 v|[change]
[TOP]
Control N k7 Control D SDI
AN il
Lot No.: BJ0922N ; f&EgHAR] @ 2021-02-04 Z 2021-05-31 ; HAZ(H (Target) : 13.8 ; 2 {&@HE (SD): 1.38 (o)
Lot No.: BJ0922D ; f@EgHAR] @ 2021-02-04 Z 2021-05-31 ; HAZ{H (Target) : 4.7 ; 2% {EHEZ (SD): 047 (o) EEA7 : Lab016
Labo16
+3 S.D.
+2 5.0, .
+1 S,.D. hd 8 o
Target ° 8 L] v ; hd hd E hd ; 5 ;
-1 S.D. - o
o
-2 5.0,
-3 S.D.
Date 02-04 02-18 02-25 03-04 03-11 03-18 03-25 04-01 04-01 04-08 04-15 04-22 05-06 05-13
Bzt : (2021 v|[05 v [Change| ; ZxHHART(CUM): (2021 v (02 v|[04 v % 2021 v|[05 v|[31 v|[change]
[TOP]
Control N SDI 434fi
Lot No.: BJ0922N ; #&BREAR © 2021-02-04 78 2021-05-31 ; EAH{H (Target) : 13.8 ; 52483k (SD) : 1.38 HE{ir : Lab016
Labo16
+3 S.D.
+2 S.D.
e« o °
+1 S.D.
Target * * . . . . . . . °* .
-1 S.D.
-2 S.D.
-3 S.D.
Date 02-04 02-18 02-25 03-04 03-11 03-18 03-25 04-01 04-01 04-08 04-15 04-22 05-06 05-13

A%t (2021 v (05 v |[Change| ; ZEHHART (CUM) : [[2021 v (02 v |04 v|% 2021 v|[05 v (31 v |Change

[TOP]



Control D SDI 53ffi[E |

Lot No.: BJ0922D ; f@B#IfRT © 2021-02-04 % 2021-05-31 ; HIZHH (Target) : 4.7 ; &%48AE7 (SD) : 0.47 FAfi : Lab016

Lab016
+3 S.D.

+2 5.D.

+1 S.D.

Target o = o =3 &

-1 S.D. o

-2 S.D.

-3 S.D.

Date 02-04 02-18 02-25 03-04 03-11 03-18 03-25 04-01 04-01 04-08 04-15 04-22 05-06 05-13

Bzt © (2021 v |05 v [Change| ; ZxFHART(CUM): (2021 v (02 v|[(04 v % 2021 v|[05 v|[31 v|[change]

[TOP]




Hhglm AL GOPD E Efgkn N mEdetaER (HFHR—)

3§ LotNo © | BJ0922N (2021-01-01 ~ 2100-12-31) v | Change |

4% Reagent Kt : [3 - Innovation VJ[ Change}

- B%itE |
4t H Gy 0 (2021 v 05 v || Change |
| | Control N (Lot No.: BJ0922N) H Control D (Lot No.: BJ0922D)
Reagent
. : Target | Mean |n for CV||TE |TEa Target | Mean nfor CV TE||TEa
UnitD £ B by [(Urgtb) Mean B2 9 )| %) | © | |(UigHby [(UrgHb) M %) (%) |(%
(Code) * (U/gHb) |(U/gHb) Mean |~ (%) |(%0) | (%0) (U/gHb) |(U/gHb) can > Ples) )| | ©
[ Laboo4 | 3 [ 162 [ 161 [ 4 [05[3.1]68[20 6/ 52 [ 53 [ 4 [0.2[3.8/9.5[20 [4.8
[ Labole | 3 [ 138 [ 144 [ 2 [-|-[-J20[-[] 47 | 47 [ 2 [-[-]-]20]-
| Toal | - | - [ 155 [ 6 Jrojes|- |- [-[[ - [ st [ 6 fo3[sof-]-]-
;;37:‘5 (Bias)% = { [ | ZETFE9E (Mean) - HE(H (Target) | 1/ BFE{E (Target) } x 100%
4l=572 (TE, Total Error)% = 52 7= (Bias)% + 2 x R E(4E (CV)
cF(Slgma) (TEa% - 327 (Bias)%) / REtERAE (CV)
[TOP]
ESrae
ZUHEARD 0 B (2021 v (01 v |01 v Z 2021 v [05 v|[31 v Change]
| | Control N (Lot No.: BJ0922N) H Control D (Lot No.: BJ0922D)
Reagent
_ : Target | Mean |n for CV|| TE |TEa Target | Mean |n for CV|| TE |TEa
nidD £ By (Ul Mean 32 (%) %) |9%) | © | (UrgHb) (Urghb) Mean 2 (%) | %) | %)
(Code)‘(g )|(U/gHb) Mean |~ (%) | (%) |(%0) (U/gHb) (U/gHb) Mean |~ (%) | (Y0) |(%0)
Lab004 | 3 162 [ 160 | 9 03[1.9[50[20 >6[[ 52 [ 52 [ 9 [0.2]3.8[7.7]20 5.3

| |
Labol6 | 3 | 138 | 147 [ 14 [0.7(4.816.0[20 2.8[[ 47 | 48 [ 14 [0.3[6.3[146/20 2.8
| |

| 152 [ 23 Joofsof - [ - [-[ - [ 49 [23 foafs2] - [- |-

272 (Bias)% = { [ | B5F49{E (Mean) - HfE(H (Target) |1/ BE{E (Target) } x 100%
HuER7 (TE, Total Error)% = §i7% (Bias)% + 2 x RETEEARE (CV)
o (Sigma) = (TEa% - 357 (Bias)%) / f%?r%ﬁ{%%{ (CV)
[TOP]

‘ Reagent Kit ‘Reagent Code

‘Innovation ‘3




Hhela B GOPD E Efgln N mESETER (FR)

4% LotNo : | BJO922N (2021-01-01 ~ 2100-12-31) v | Change |

#5E}% Reagent Kt : [3 - Innovation v ][ Change]

Control N H &ratEl Z5H4aT
2 PRIk
‘ ‘ ‘ Control N (Lot No.: BJ0922N)
| | | Month (2021/05) [ CUM (2021/01/01~2021/05/31)

., (Reagent Kit| Target | Mean |n for D CV | TE |TEa Target | Mean |n for SD TEa
UnitlD = o4y £ |(UrgHb) |(U/gHb) [Mean|>~ (%) (%) (%) | © | |(UlgHb) |(U/gHb) [Mean (%) %) (%)
[Laboo4 | 3 [ 162 [ 161 [ 4 [o5[3.1]6.8[20 >6[[ 162 [ 160 | 9 [0.3[1.9[5.0/20 ]76
[Labole [ 3 [ 138 [ 144 | 2 [-[-[-[20]-][[ 138 | 147 [ 14 [0.7]4.8[16.0[ 20 [2.8
[ Total | - [ - 155 [ 6 [ofes[ - - -] - [ 152 [23 Jo9[59 - [ - [-
a7 (Bias)% = { [ | Z 5T F9{E (Mean) - HAE{H (Target) | 1/ HZE{E (Target) } x 100%

4572 (TE, Total Error)% = 5272 (Bias)% + 2 x R EAE (CV)
o (Sigma) = (TEa% - 357 (Bias)%) / 23 HE R&H (CV)
Hékzt @ (2021 v (05 v ZEFHAR (CUM) @ [ [2021 v (01 v (01 v % [2021 v [05 v (31 v
Change
[TOP]
Control D H&tat Bl RET47aET
2 PRk
| | | Control D (Lot No.: BJ0922D)
| | | Month (2021/05) ] CuM (2021/01/01~2021/05/31)

. Reagent Kit| Target | Mean |n for SD CV||TE |TEa Target | Mean |n for SD TE |TEa
UnitlD = 4ey £ |(UlgHb) [(U/ghb) Mean > (%) (%) (%) | © | |(U/gHb) |(U/gHb) Mean (% ) (%) | ©
[Laboo4 | 3 [ 52 | 53 [ 4 [02[3.8(95[20 48] 52 | 52 | 9 [02[3.8[7.7/20 |53

[ Labole | 3 | 47 | 47 } - -T20]-7] 47 } 4.8 } 14 [0.3/6.3[14.6] 20 [2.8
| - | |

[TOP]

| Total [ - [ - [ 51 [ 6 [03[59]-]-[-]] 49 |23 [04[82] - | - [-
%3?5;: (Bias)% = { [ | &+ F5({E (Mean) - HAZ{H (Target) | 1/ HAZ{HE (Target) } x 100%
4E=R7E (TE, Total Error)% = 27 (Bias)% + 2 x BEEFEE(AE (CV)
o (Slgma) (TEa% - 357% (Bias)%) / RTS8 EAE (CV)
Hérzt (2021 v (05 v ZEHHAR (CUM) © [ 2021 v /[0t v (01 v % (2021 v|[05 v (31 v,
Change
’ Reagent Kit ‘Reagent Code

’Innovation ‘3
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