G6PD & BNl mE Gat4ER K SDI 53

4% LotNo © AH1220N (2019-01-28 ~ 2100-12-31) Change
e[ fi 2
| HRERELLL - Lab003 |
| Control N Control D
QC Control Lot No. AHI1220N AHI1220D
BRI Month CUM Month CUM
PRI (2020/10) (2020/09/18~2020/10/31) (2020/10) (2020/09/18~2020/10/31)
ZETHEE (N) 19 26 19 26
ZEHFEH{E (Mean) U/gHb 13.7 13.7 4.7 4.7
EEHEHEE (SD) 0.4 0.4 0.2 0.2
BT EGE (CV) % 2.9 2.9 4.3 4.3
H#Z{g (Target) U/gHb 15.3 15.3 5.2 5.2
4R (TE) % 16.3 16.3 18.1 18.1
W] K EFAEERFE (TEa) % 20 20 20 20
o 33| 33 24 24
7= (Bias)% = { [ | FEFFY{E (Mean) - HIZ{E (Target) | ]/ HHE(E (Target) } x 100%
4E=7% (TE, Total Error)% = 5575 (Bias)% + 2 x REFEEEAE (CV)
o (Sigma) = (TEa% - 3572 (Bias)%) / Bt RAE (CV)
H4st: 2020« 10~ Change ; ZEHHAHM (CUM) : [ 2020 ~ 09 ~ 18 « & 2020 ~ 10 ~ 31 ~ Change
[TOP]
Control N X Control D SDI
SaKiii
Lot No.: AHI220N ; fEgHAR] © 2020-09-18 £ 2020-10-31 ; HfZ{H (Target) : 15.3 ; 21T (SD): 0.8 (o)
Lot No.: AHI1220D ; ##ERHAR © 2020-09-18 % 2020-10-31 ; F{E{E (Target) : 5.2 ; 2% {43 (SD): 04 (o) {17 : Lab003
Lab003
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Date 09-18 09-19 09-21 09-24 09-26 09-28 09-29 10-02 10-05 10-07 10-08 10-14 10-15 10-16 10-17 10-19 10-20 10-22 10-23 10-24 10-26 10-27 10-28 10-29 10-30 10-31
H4st: 2020« 10~ Change ; ZEHHAM (CUM): [ 2020 ~ 09 ~ 18 « & 2020 ~ 10 ~ 31 ~ Change
[TOP]

Control N SDI 4 fil&]

Lot No.: AHI220N ; i&E&HART © 2020-09-18 % 2020-10-31 ; HAZ(H (Target) : 15.3 ; 25 1# = (SD) :

0.8 BHAL : Lab003

Lab003
+3 5.0,

+2 5.0,

+1 5.0,
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-2 5.0, & -

=3 5.D.

Date 09-18 09-19 09-21 09-24 09-26 09-28 09-29 10-02 10-05 10-07 10-08 10-14 10-15 10-16 10-17 10-19 10-20 10-22 10-23 10-24 10-26 10-27 10-258 10-29 10-30 10-31

Hé&at © 2020 -

10 ~ Change ;

ZEHHARI (CUM) © B 2020 ~ 09 ~ 18 ~ £ 2020 ~ 10 ~ 31 ~ Change

[TOP]



Control D SDI 4 filE]

Lot No.: AH1220D ; ##ERHAR © 2020-09-18 Z 2020-10-31 ; H4Z{E (Target) : 5.2 ; S&453%3% (SD) : 0.4 EE{ir : Lab003

Lab003
+3 5.0,

+2 5.0,

+1 5.0,
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Date 09-18 09-19 09-21 09-24 09-26 09-28 09-29 10-02 10-05 10-07 10-08 10-14 10-15 10-16 10-17 10-19 10-20 10-22 10-23 10-24 10-26 10-27 10-28 10-29 10-30 10-31

H4izt © 2020 ~ 10 ~ Change ; ZEEHHARI (CUM) : H 2020 ~ 09 ~ 18 ~ £ 2020 ~ 10 ~ 31 ~ Change

[TOP]




HhebR B GOPD E Bl WHlmERETER (BR—)

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

JEFE Reagent Kit : | 1 - Trinity v| Change |

SIEN#RER—

[ Awt=
et Hy - 2020 v 10 Vv Change

| | | Control N (Lot No.. AH1220N) ] Control D (Lot No.. AH1220D) |

UnitIDlzl Reagent Kit Target | Mean ||n for ; CV| TE |TEa j_ Target | Mean | n for CV||TE TEa|E|
(Code)IZI (U/gHDb)|[(U/gHb)|Mean (%)|| (%) || (%0) (U/gHb)||(U/gHb)||Mean (%)|| (%) || (%0)

Lab003 1 153 || 137 |[ 19 Jo.4]2.9]16.3][ 20 [3.3|]] 5.2 47 | 19 4.3][18.1][ 20

Total - 13.7 [ 19 Jo.4]2.9 - 47 ] 19 Jo2f43 -]

M (Bias)% = { [ | B E9ME (Mean) - BfZ{H (Target) | 1/ BfE{E (Target) } x 100%
ga=n s (TE, Total Error)% = $275 (Bias)% + 2 x BT E(AE (CV)
o (Sigma) = (TEa% - 582 (Bias)%) / RETBEMAEL (CV)

(TOP]

[ Etimre

EEHHARY ¢ B (2019 v| |02 v||01 v|Z|2020 v|[10 v||31 V|| Change

| I | Control N (Lot No.: AH1220N) [l Control D (Lot No.: AH1220D) |

Reagent Kit|| Target || Mean ||n for CV|| TE (TEa Target || Mean | n for CV|| TE (|TEa
UnitrnLL] (Code)El (U/gHb)|[(U/gHb) Mean|;‘(%) (%) ||(%) HH(U/gHb) (U/gHb)|[Mean|>" [[(%)|| (%) [ (%)
[Laboo3 [ 1 | 153 | 145 336 J[0.6][4.1]13.5][20 |B.6][][ 5.2 ][ 49 ][336 Jo0.2][4.1][13.9] 20][3.5]
[ To [ - - [ 145 [[336]ossfie.t] - - [-J0C - 49 [[336fo41] - - 1[-]

Wiz (Bias)% = { [ | REHPH9{E (Mean) - HAZ{H (Target) | 1/ HE{A (Target) } x 100%
472 (TE, Total Error)% = iRz (Bias)% + 2 x B8 E(AE (CV)
o (Sigma) = (TEa% - Z&7= (Bias)%) / BB R(AE (CV)
[TOP]

Reagent
Code

Reagent Kit

Trinity || 1




ZhebR B GOPD E Btk WHlmESRETER (R

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

JEFE Reagent Kit : | 1 - Trinity v| Change |

SIEN#RER—

‘Control N AEtE Rt

B 1
| | | Control N (Lot No.: AH1220N) |
| | | M onth (2020/10) I[]] CUM (2019/02/01~2020/10/31) |
Reagent Kit|| Target || Mean ||n for CV|| TE (|TEa Target || Mean | n for CV|| TE (|TEa
Unitrpl 2] (Codem (U/gHb)|[(U/gHb) [Mean|>P||%)]| %) [26)|| © || [(U/ehb)|[(U/gHb)|Mean|> P26 (%) (%)B
Lab003 1 153 [ 13.7 ][ 19 Jjo-4][2.9]163] 20 |B3[][ 153 ][ 145 ][ 336 Jo.6][4.1 135 20
| Tol || - | - [ wB7 0w |l|29|| [0 - ras 1336 |l|41|| 1]

B2 (Bias)% = { [ | BEFTH9ME (Mean) - B2 (Target) | ] / HEME (Target) } x 100%
faEas= (TE, Total Error)% = $22 (Bias)% + 2 x BeFEREAE (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / BETHEERE(AEL (CV)

Bt : EEHHAR (CUM) @ [ [ 2019 v|[02 v][01 v]z [2020 v|[10 v][31 V|

[TOP]

[Control D ASEFARE A2
HEER

| | I Control D (Lot No.: AH1220D)
| | I M onth (2020/10) [l CUM (2019/02/01~2020/10/31)

Reagent Kitl| Target | Mean ||n for CV| TE ||TEa Target || Mean | n for CV| TE ||TEa
UnitipLt] SD o SD

(Code)lﬂ (U/gHb)||(U/gHb)|[Mean||> " [[(%)|| (%) || (%) (U/gHDb)||(U/gHb)||Mean|> " |[(%)|| (%) || (%)

Lab003 1 52 ][ 47 ][ 19 Jo-2]43 181 20 24 52 ][ 49 ] 336 139 20
[ Tol || - | - | 47 [19]o2] |.|43|| IIE - 49 (336 |-|41|| ]

3= (Bias)% = { [ | B+ (Mean) - BIZE (Target)l]/ HEE (Target) } x 100%
HE57= (TE, Total Error)% = 382 (Bias)% + 2 x HEEREAE (CV)
o (Sigma) = (TEa% - Z&7= (Bias)%) / BB R(AE (CV)

At BEHER (CUM) © 5 (2019 V][02 v][01 v] % [2020 V] 10 V] 31 V]
[TOP]
Reagent Kit Rge; %egt

Trinity 1
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