G6PD & BNl mE Gat4ER K SDI 53

J5E4% LotNo © AH1220N (2019-01-28 ~ 2100-12-31) - Change

SIIE(1 i 22
| HRERELLL - Lab003 |
Control N Control D
QC Control Lot No. AHI1220N AH1220D
BRI Month CUM Month CUM
PR (2020/12) (2020/11/16~2020/12/31) (2020/12) (2020/11/16~2020/12/31)
FEHEEE (N) 16 26 16 26
ZEHFEH9{E (Mean) U/gHb 15.0 14.7 5.0 49
FEEAERE (SD) 0.4 0.6 0.1 0.2
FErERGE (CV) % 2.7 4.1 2.0 4.1
EIfZ{H (Target) U/gHb 15.3 15.3 5.2 5.2
4E=E35 (TE) % 7.3 12.1 7.8 13.9
T SEFAEERF (TEa) % 20 20 20 20
o >6 3.9 [ >6 3.5
7 (Bias)% = { [ | BEFFHME (Mean) - EAZ{E (Target) | 1/ EAZ{E (Target) } x 100%
H83R7E (TE, Total Error)% = ER7E (Bias)% + 2 x Rt F{AH (CV)
o (Sigma) = (TEa% - §57= (Bias)%) / RETHEEAI (CV)
H%Et 0 2020~ 12 © Change ; ZEHHART (CUM): [ 2020 © 11 - 16 © & 2020 ~ 12 ~ 31 ~ Change
[TOP]
Control N 5z Control D SDI
\
S3{ti1E
Lot No.: AH1220N ; fgEgHART © 2020-11-16 £ 2020-12-31 ; HAZ{H (Target) : 15.3 ; 25 E4E= (SD): 0.8 (o)
Lot No.: AH1220D ; #&E#HART © 2020-11-16 % 2020-12-31 ; HAZ(H (Target) : 5.2 ; 2H5{T#3 (SD): 0.4 (o) Bz : Lab003
Lab0o03
+3 5.0,
+2 5.0,
+1 5.0,
Target 2 hd » hd * b
g n . ﬂ ™ . - g [ul o a o ¢ ﬂ
-1 5.0, |9 0 o a o ® = &
o o o o i 1] o
-2 5,0, L ] L ] - . L ]
-3 5,0,
Date 11-16 11-17 11-19 11-20 11-21 11-24 11-25 11-26 11-28 11-30 12-01 12-04 12-05 12-08 12-10 12-11 12-12 12-14 12-16 12-17 12-19 12-23 12-25 12-28 12-29 12-30
H%Et 0 2020~ 12 © Change ; ZEHHART (CUM): 5 2020 © 11 - 16 © & 2020 ~ 12 - 31 - Change
[TOP]

Control N SDI 437 [l |

Lot No.: AHI220N ; #ERIRT © 2020-11-16 % 2020-12-31 ; EIFE{E (Target) : 15.3 ; S48 (SD) : 0.8 fir : Lab003

Lab003
+3 5.0,

+2 5.0,

+1 5.0,

Target * *

-15.0, |e . *

-2 5,D. e 9 & o @

=3 5.D.

Date 11-16 11-17 11-19 11-20 11-21 11-24 11-25 11-26 11-26 11-30 12-01 12-04 12-05 12-08 12-10 12-11 12-12 12-14 12-16 12-17 12-19 12-23 12-25 12-28 12-29 12-30

H4ist: 2020 ~ 12 ~ Change ; ZETHARY (CUM): [H 2020 ~ 11 ~ 16 ~ & 2020 ~ 12 - 31 -~ Change
[TOP]



Control D SDI 4 filE]

Lot No.: AH1220D ; f#ERHAR © 2020-11-16 %8 2020-12-31 ; EHE{# (Target) : 5.2 ; 240455 (SD) : 0.4 EE{ir : Lab003

Lab0o3

+3 5.0,

+2 5.0,

+1 5.0,

Target o o o a o 8 =] o o o o o

-1 5.0. |2 o b o o 0 50
o o o o o o

=2 5,0,

=3 5.0,

Date 11-16 11-17 11-19 11-20 11-21 11-24 11-25 11-26 11-26 11-30 12-01 12-04 12-05 12-08 12-10 12-11 12-12 12-14 12-16 12-17 12-19 12-23 12-25 12-28 12-29 12-30
H4izt © 2020 ~ 12~ Change  ; EEHHARI (CUM) : H 2020 ~ 11 ~ 16 ~ £ 2020 ~ 12 ~ 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 HEy - 2020 v 12 v Change

| | | Control N (Lot No.. AH1220N) I[]] Control D (Lot No.: AH1220D) |
Reagent Kit|| Target || Mean |n for CV||TE||TEa Target || Mean || n for CV||TE|TEa
. t
unianl L] (Code) 1] [[(Ugttb)|(Urgb) Mean|[>P) ) |2 )] © | [[(Urgtb) U/t |Mean]|>P )¢5 %) ©
Lab003 1 153 || 150 | 16 [j0.4)2.7][7.3] 20 5.2 50 | 16 2.0|/7.8]] 20 |[>6
Total - : 15.0 [ 16 Joall2a - - -1 - 5.0 | 16 Joa2.0] - - 1[-
P (Bias)% = { [ | BT E9ME (Mean) - BfZ{H (Target) | 1/ BfE{E (Target) } x 100%
#EER72 (TE, Total Error)% = 27 (Bias)% + 2 x RETEREAE (CV)
o (Sigma) = (TEa% - Ziz= (Bias)%) / RETERAEL (CV)
[TOP]

[ Etimre

EEHHARY ¢ B (2019 v| |02 v||01 v|Z|2020 v|[12 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|>" [[(%)|| (%) [ (%)
[Laboos [ 1 | 153 | 145 [[372][0.6][4.1]13.5][20 |B.6][][ 5.2 ][ 49 ][372 Jo.2][4.1]13.9] 20][3.5]
[ To [ - - [ 145 [372]ossfer][ - - [-J0C - 49 372041 - - 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

Reagent Kit Code

Trinity || 1




HinEREAr G6PD E B Wl EREHER (BRT)

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

#EFE Reagent Kit : [ 1 - Trinity v| Change |
FIENE—
Control N 45T BEt4tat 2 th
B
Control N (Lot No.: AH1220N)
Month (2020/12) CUM (2019/02/01~2020/12/31)
Reagent Kit || Tareet | M i CV| TE| TE Target | M f CV| TE | TE
. + g¢ can n 1or a arge can n 1or a
Umﬂ (cOde)E] (U/gHb) || (U/gHb) || Mean D @)l @) @) || © || | (Urglb) || (U/gHDb) | Mean D @) | %) || )| ©
Lab003 1 153 15.0 16 [[0.4][2.7][7.3] 20 |6 153 145 [ 372 Jo.6][4.1][13.5] 20 |[3.6
Total - - 15.0 16 lloall27] -1 - | - - 145 || 372 [o6l[41] - || - | -

R (Bias)% = { [ | REMESME (Mean) - BFUE (Target) | 1/ BFRE (Target) } x 100%
4E=n =2 (TE, Total Error)% = §8%= (Bias)% + 2 x BT & EARE (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / BETEBEAE (CV)

Bt : (2020 v|[12 v Change | EEHHARH (CUM) : B [2019 v|[02 v|[01 v|Z [2020 v|[12 v|[31 v|| Change

[TOP]
Control D H&aTEL Bet4rat 2 th
BER
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
"

UnittpLL] (Code L] || (Urgb) || (UrgHb) || Mean | 5P | %) @) %) | * || | (rgkd) | (Urgktb) | Mean |3 |@6) || @) || 6) | ©
Lab003 1 5.2 5.0 16 |/0.1]1 2.0 7.8 20 [|>6 5.2 49 372 110.2[4.1]/13.9] 20 |[3.5
Total - - 5.0 16 ([0.1)2.0] - - - - 49 372 110.2((4.1] - - -

2= (Bias)% = { [ | B¥H PG (Mean) - BE(E (Target) | 1/ EAE{H (Target) } x 100%

#E=R52 (TE, Total Error)% = 327 (Bias)% + 2 x B RE4E (CV)

o (Sigma) = (TEa% - ERZ= (Bias)%) / REHEERAE (CV)

et EooN][Zy]  [Change | mabm cum) : g (205 ][0z v][o1 o] % [2020 ] 32 v][31 ][ Ghange |

[TOP]
. Reagent
Reagent Kit Code
Trinity 1
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