G6PD & S fwba N Hb b E 4t 45 A 5 SDI 53 {ffi

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

[ FEnE:

| K ER BT - Lab004 |

| | Control N | Control D
| QC Control Lot No. | BJ0922N | BJ0922D
BRI ‘ Month ‘ CUM Month ‘ CUM
’ (2021/04) (2021/03/31~2021/04/30) (2021/04) (2021/03/31~2021/04/30)
FEFEE (N) [ 4 [ 5 4 [ 5
ZET(E (Mean) UgHb | 159 | 16.0 [ 51 5.1
| ZEHEEEE (SD) o1 | 0.2 02| 0.2
| ZEEELE (CV) % [ 06 | 13 39 39
EIF{E (Target) U/gHb [ 162 16.2 52 52
4EER3E (TE) % EN 3.7 [ 98 | 9.8
| H]AET4RER A (TEa) % 20 | 20 20 | 20
| o [ > | >6 [ 46 | 46

7% (Bias)% = { [ | B3+ FI9(E (Mean) - FFE{H (Target) | 1/ HHE{E (Target) } x 100%
4E=R52 (TE, Total Error)% = $47= (Bias)% + 2 x R B 48 (CV)
o (Sigma) = (TEa% - #R7% (Bias)%) / BT BA48 (CV)

Azt (2021 v )[04 v | Change| ; EEHHART (CUM) : [9[2021 v [03 v|(31 v|% 2021 v|[04 v|[30 v|[Change]

[TOP]
Control N 7 Control D SDI
PAN ]
Lot No.: BJ0922N ; & ERHAR © 2021-03-31 % 2021-04-30 ; HFE{H (Target) : 16.2 ; S#[EHE3 (SD): 0.60 (o)
Lot No.: BJ0922D ; iR © 2021-03-31 % 2021-04-30 ; HHE{E (Target) : 5.2 ; &F WA (SD): 023 (0) EAir : Lab004
Lab0o4
+3 S.D.
+2 S.D.
+1 S.D.
Target - o =
> -5
-1 S.D. ° g ; ¢
-2 S.D.
-3 S.D.
Date 03-31 04-07 04-13 04-21 04-28
Azt : (2021 v)[04 v|[Change] ; FEFHART (CUM): 12021 v |03 v (31 v % (2021 v [04 v [30 v |[Change
[TOP]

Control N SDI 43fi |

Lot No.: BJ0922N ; f&B&EART © 2021-03-31 Z 2021-04-30 ; HAZE (Target) : 16.2 ; 2 fEAEE (SD) : 0.60 FA{Ir : Lab004

Lab004
+3 S.D.

+2 5.0,

+1 S.D.

Target s

-1 S.D.

-2 S5.D.

-3 S.D.

Date 03-31 04-07 04-13 04-21 04-28

Azt (2021 v )[04 v | Change| ; EEHHART (CUM) : [ [2021 v [03 v|(31 v|% 2021 v (04 v|[30 v|[Change]

[TOP]




Control D SDI /il |

Lot No.: BJ0922D ; #ERHART © 2021-03-31 Z 2021-04-30 ; H 214 (Target) : 5.2 ; £ 4832 (SD) : 0.23 FEAir : Lab004

Lab004
+3 S5.D.

+2 S.D.

+1 S.D.

Target =)

-1 S.D.

-2 5.D.

-3 S.D.

Date 03-31 04-07 04-13 04-21 04-28

Hérzt: (2021 v (04 v [Change| ; ZEFHARI (CUM) @ 152021 v (03 v|(31 v| % (2021 v|[04 v [30 v [Change

[TOP]




Hhekg L GOPD E Efals N mESEHER (Fk—)

HES% LotNo © | BJO922N (2021-01-01 ~ 2100-12-31) v | Change |

518 Reagent Kit : {3 - Innovation V}[ Change}

- H%EE |
4t Aty 0 (2021 v (04 v || change |
| | | Control N (Lot No.: BJ0922N) [ Control D (Lot No.: BJ0922D)

. " Reagent Kit | Target | Mean |n for D CV||TE |TEa Target | Mean |n for D CV|| TE |TEa
UnitlD = 0 4e) T |(U/gHb) [(U/gHb) Mean > (%) (%) (%) | © | |(U/gHb) |(U/gHb) [Mean [~ (%) | (%) | (%) | ©
[ Laboos4 [ 3 [ 162 [ 159 | 4 Jorfo6[3.1]20 6| 52 [ 51 [ 4 [0.2[3.9]9.8] 20 [4.6
[ Labole | 3 [ 138 [ 144 [ 5 [o1]07[57[20 [>6|| 47 | 44 | 5 [03]6.8[20.0[20 2.0
| Toml | - | | 150 [ 9 Jos[s3]-[- [-] | 47 [ 9 Joafss| - [-[-
7% (Bias)% = { [ | 5T TI9ME (Mean) - HFE{E (Target) | 1/ BEEHE (Target) } x 100%

#8aR7E (TE, Total Error)% = #27E (BlaS)%+2 x FEHERAE (CV)
o (Sigma) = (TEa% - 272 (Bias)%) / E 88548 (CV)
[TOP]
ESaea
ZEPHARS 52021 v {01 v (01 v % (2021 v (04 v |[30 v | Change
‘ ‘ ‘ Control N (Lot No.: BJ0922N) H Control D (Lot No.: BJ0922D)

. Reagent Kit | Target | Mean |n for D CV|| TE |TEa Target | Mean |n for D CV/|| TE |TEa
UnitlD = 1 054y T |(U/gHb) |(U/gHb) Mean | |(%) | (%) (%) | © | [(U/gHb) |(U/gHb) Mean >~ (%) | (%) |(%) | °
[Laboo4 | 3 [ 162 [ 160 [ 5 [02[13[37[20[>6[[ 52 [ 51 [ 5 [0.2[3.9[9.8]20 [4.6
[ Labol6 | 3 | 138 | 147 [ 12 [0.7]48[16.0[20 [28 [ 47 [ 48 | 12 [0.4[8.3][18.8]20 2.2
[ Total | - [ - [ 151 [17 Jos[s3[ - [ - [-[[ - [ 49 [ 17 Jo4[s2] - [ - [-]
7 (Bias)% = { [ | ZEaTF9{E (Mean) - HfE{F (Target) | 1/ BFE{H (Target) } x 100%
4E=R7Z (TE, Total Error)% = 557 (Bias)% + 2 x B8 H(%E (CV)

o (Sigma) = (TEa% - 3122 (Bias)%) / 23 HEE B (CV)
[TOP]
’ Reagent Kit ’Reagent Code

‘Innovation ‘3




Hhelg L GOPD E Efwls NHmEEHER (FER2)

HES% LotNo © | BJO922N (2021-01-01 ~ 2100-12-31) v | Change |

518 Reagent Kit : {3 - Innovation V}[ Change}

Control N H4a L REH4ET 2
B e
‘ ‘ ‘ Control N (Lot No.: BJ0922N)
| | | Month (2021/04) ] CUM (2021/01/01~2021/04/30)

.4 |Reagent Kit| Target | Mean |n for SD CV |TE |TEa Target | Mean |n for SD CV | TE |TEa
UnitlD = 4e) T |(U/gHb) [(U/gHb) Mean > (%) (%) (%) | © | |(U/gHb) |(U/gHb) [Mean >~ (%) | (%) | (%) | ©
[ Lab004 | 3 [ 162 [ 159 [ 4 o106 [3.1[20 [>6|| 162 [ 160 [ 5 [0.2[13[3.7[20 [>6]
[Labote | 3 [ 138 [ 144 | 5 o1]0.7[57]20 e[| 138 [ 147 [ 12 [0.7]48]16.0] 20 2.8
| Total | - | 150 [ 9 Jo8[53[ - [ - [-]] 151 [ 17 Jo8[53] - [ - -]

B2 (Bias)% = { [ | BEHPHIE (Mean) - FIZ{H (Target) | 1/ HAE(H (Target) } x 100%
4E=R7% (TE, Total Error)% = 257 (Bias)% + 2 x BEHEE(AE (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / BT E(48 (CV)

Hérzt (2021 v|[04 v [Change| ZEHHAR (CUM) : (52021 v |01 v (01 v % (2021 v| 04 v [30 v | Change]

[TOP]

Control D H 4z tHl E 475512

B I
| | | Control D (Lot No.: BJ0922D)
| | | Month (2021/04) ] CUM (2021/01/01~2021/04/30)

.4 |Reagent Kit | Target | Mean |n for SD CV | TE |TEa Target | Mean |n for D CV | TE |TEa
UnitlD = | (code) T |(U/gHb) |(U/gHb) Mean > (%) (%) | (%) | © | |(UlgHb) |(U/gHb) [Mean >~ (%) (%) |(%) | ©
fLaboo4 | 3 [ 52 [ 51 | 4 Jo2[39(9.8 (20 46[[ 52 [ 51 [ 5 [0.2[3.9(9.8[20 [4.6
[Labol6 | 3 | 47 | 44 [ 5 [03]6.8200[20 [20[[ 47 [ 48 [ 12 [0.4[8.3[18.8]20 2.2
Dt | - | - | 47 | 9 [odss| - |- [-[| - | 49 |17 pajs2 - |- |-

S35 (Bias)% = { [ | BETF49(E (Mean) - Ff2
443535 (TE, Total Erron)% — $3% (Bias)% + 2 x M RE (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / E&+82 5 (48] (CV)

kst 2021 v (04 v [change| ZEHHARE (CUM) : 15 (2021 v |01 v (01 v % (2021 v |04 v [30 v | Change]

[TOP]

‘ Reagent Kit ‘Reagent Code

’Innovation ’3
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