G6PD EERBMATNMEMRETERK SDI 53 fh[El

%812 LotNo : AED909N (2016-01-01 ~ 2100-12-31)  Change
Al EN =
1 ERE 1 : Lab003
| Control N \ Control D |
QC Control Lot No. AEO0909N \ AE0909D |
‘a5 ARS Month CuM Month CUuM
AR (2018/10) (2018/09/28~2018/10/31) (2018/10) (2018/09/28~2018/10/31)
SEHE (N) 24 26 24 26 |
K598 (Mean) U/gHb 14.4 14.4 5.8 5.8
REHE#EE (SD) 0.6 0.6 0.2 0.2
ZFEEGE (CV) % 4.2 4.2 3.4 3.4
E4Z18 (Target) U/gHb 14.4 14.4 5.8 5.8
43252 (TE) % 8.3 8.3 6.9 6.9
TR HRRE (TEa) % 20 20 20 20
o 4.8 4.8 [ 59 | 5.9
R (Bias)% = { [ | REtFME (Mean) - B2ME (Target)| ]/ B121E (Target) } x 100%
#AER7E (TE, Total Error)% = 322 (Bias)% + 2 x 25t ZRE%E (CV)
o (Sigma) = (TEa% - F2Z (Bias)%) / 25TEE&E (CV)
B#5t : 2018 10 Change ; ZREFTHAR (CUM): B 2018 09 28 & 2018 10 31 Change
[TOP]
Control N SDI 1 [El
Lot No.: AEO90ON ; G EREARS : 2018-09-28 E 2018-10-31 ; H1ZME (Target) : 14.4 ; 2EZ# (SD) : 0.4 E81iI : Lab003
Lab003
+3 5.0,
+2 5,0, - . ” - S -
+ S.0. < .
Target L] L ] - . -
L] * * L ]
-1 5,0, . —
-2 5,0, ra—J TS L TS
-3 5.0,
Date 09-28 09-29 10-01 10-02 10-03 10-04 10-05 10-06 10-08 10-09 10-12 10-13 10-15 10-16 10-17 10-18 10-20 10-22 10-23 10-24 10-25 10-26 10-27 10-29 10-30 10-31
B#tst © 2018 10 Change 2588 (CUM) : B 2018 09 28 & 2018 10 31 Change
(TOP]
Control D SDI 7 [E
Lot No.: AE0909D ; 158 HARI : 2018-09-28 = 2018-10-31 ; B1Z{E (Target) : 5.8 ; 2EEAE (SD) : 0.2 B84l : Lab003
Lab003
+3 5.0,
+2 5,0, =
o =] o
+1 5.0, =] 1= =3 A=
o o o o
Target =) &
o o o a
-1 5.D. = B 1=}
o o o o
-2 5.0,
=3 5.0,
Date 09=-28 09-29 10-01 10=02 10-03 10=04 10=05 10=06 10=08 10-09 10-12 10-13 10-15 10-16 10-17 10=-18 10-20 10-22 10-23 10-24 10-25 10-26 10-27 10-29 10=30 10-31

B#5t : 2018 10 Change ; ZREFTHAR (CUM): B 2018 09 28 & 2018 10 31 Change

[TOP]



Control N X Control D SDI
waNill

Lot No.: AEO90IN ; IRERER : 2018-09-28 Z 2018-10-31 ; EIf21& (Target) : 14.4 ; 2EE# (SD): 0.4 (o)

Lot No.: AE0909D ; 18585 : 2018-09-28 Z 2018-10-31 ; 1214 (Target) : 5.8 ; £E@%3= (SD): 0.2 (o)

Lab003
+3 5.0,

+2 5.0,
+1 5.0,
Target
=1 5.0,
=2 5.0,
=3 5.0,

Date

BE{I : Lab003

oe
a

®0

Change ; ZRFTEAREI (CUM): B 2018 09 28 £ 2018 10 31 Change

09-26 09-29 10-01 10-02 10-03 10-04 10-05 10-06 10-08 10-09 10-12 10-13 10-15 10-16 10-17 10-18 10-20 10-22 10-23 10-24 10-25 10-26 10-27 10-29 10-30 10-31

[TOP]




ZrRBRE A GOoPD E Bl NWEmEREHER (HBFR—)

#EJE LotNo : |[AE0909N (2016-01-01 ~ 2100-12-31) | Change |

#Ef¥ Reagent Kit : |6 - Instruchemie V| Change |

A&ETR

gt B+ [2018 v||10 V|| Change

| [ I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
.4 [Reagent Kit|| Target || Mean | n for splCV| TE|[TEa Target || Mean ||n for||.)|ICV| TE|TEa
UnitD = ey £ [[(U/gHb)||(U/gHb)([Mean|[> (%)]|(%)] (%) (U/gHb)||(U/gHb)|[Mean||>~||(%)|[(%)| (%)
Lab003 6 144 ][ 144 ][ 24 Jo.6[42][8.3][20]4.8|[][ 5.8 | 58 | 24 3.4[6.9][20
Total - 144 [ 24 Jo.6]4.2 - -0 5.8 |24 Jo2[34 -1 - [-]
SR (Bias)% = /\E'I‘SIZ:EL-]{E (Mean) - H1E{E (Target) | 1/ BfE{E (Target) } x 100%
HEERZ= (TE, Total Error)% = gR7= (Bias)% + 2 x BB R4 (CV)
o (Sigma) = (TEa% - 872 (Bias)%) / Rt ERIAE (CV)
[TOP]
BET&aTER
F31H : 5 [2016 v][02 v][01 v] Z [2018 V| [10 V][31 V]| Change |
| I I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
. " Reagent Kit Target || Mean ||n for 3D CV|| TE (|TEa Target || Mean |[n for ) CV|| TE ||TEa4]
UnitD = code) + [|(U/gHb)|[(U/gHb) Mean|[>[[6)[| (%) |[(2%6)]| © [ [[(U/gHb)|[(U/gHb) Mean|>[(%)]| (%) (%)
[Labo03 |[ 6 ][ 144 ][ 144 ][217][1.2[8.3][6. 7|| 20 ||2 40 58 [ 5.8 |[217 Jo.5][8.6][17.29[ 20]]2.3]
[ Toal J[ - [ - ][ 144 J[217]r.283] - M- 1 58 J[217 Jos|se] - [ - |[-]
2 (Bias)% = { [ | EEEI9{E (Mean) - EFE(E (Target)l]/ mﬁ;{a (Target) } x 100%
48ZR7= (TE, Total Error)% = 327 (Bias)% + 2 x B & E(AE (CV)
o (Sigma) = (TEa% - 272 (Bias)%) / Rt ERIAE (CV)
[TOP]

Reagent Kit Reagent Code

Instruchemie 6




ZiRBRE A GoPD E il NEmESETER (BRT)

#2842 LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) V| Change |

42 Reagent Kit : [6 - Instruchemie V| Change |

Control N B #tatEE REt4at
v e
| || | Control N (Lot No.: AE0909N) |
Month (2018/10) I CUM (2016/02/01~2018/10/31)

UnitD & Kit Target || Mean | n for CV||TE |[TEaj s Target | Mean ||n for CV TE |[TEa s

Reagent
(%0)(| (%) || (7o)

(U/gHDb)||(U/gHb)||Mean

(Code) ! (U/gHb)j||(U/gHb)||Mean| @)@o)l(%)

Lab003 [ 6 | 144 [ 144 ][ 24 Jo.e[42][8.3][20 J4.8|[|[ 14.4 ][ 144 |[217][1.2][8.3][16.7][20]2.4

Toal | - [ - [[ 144 ][ 24 Joga2f - - [-]J[ - [ 144 (21728 3][ - [ - -]

2 (Bias)% = { [ | BEHPE (Mean) - EAE{E (Target) | ]/ BAE{E (Target) } x 100%
&R (TE, Total Error)% = 87 (Bias)% + 2 x RETEEAE (CV)
o (Sigma) = (TEa% - $7% (Bias)%) / BetEEHE (CV)

B&st 1 (2018 v|[10 v ZEEHHAR] (CUM) : 52016 v|[02 v|[01 v|Z [2018 v|[10 V(31 V|
[TOP]
Control D H#tat B RaH4RET
Z e
| I I Control D (Lot No.: AE0909D) |
| | | Month (2018/10) ll CUM (2016/02/01~2018/10/31) |
Reagent
. " Kit Target || Mean |/n for CV||TE |[TEaj Target | Mean |[n for CV|| TE ||TEqj
UnitID = 1 SD 0 0 0 Y SD 0 0 o 6
(Code) * (U/gHb)||(U/gHb)([Mean (%)[|(%)|[[(%0) (U/gHb)||(U/gHb)|[Mean (%)[[(%)[[(%)
odaec) -
Lab003 | 6 5.8 ] 5.8 [ 24 Jo2|[3.4][6.9][20 59 5.8 | 5.8 ][217]o.5][8.6][17.2[20]2.3]
Total - - 58 | 24 Jo2I3.4] - ] - - - 5.8 | 217 Jo.s|[8.6] - | - ] -]
72 (Bias)% = { [ | & PH{E (Mean) - EAE{E (Target) | ]/ B (Target) } x 100%
#8=57= (TE, Total Error)% = §R7= (Bias)% + 2 x R E/RE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RETERAEL (CV)
H&ist © |2018 v|[10 v ZEHHAR] (CUM) : B (2016 v||02 v|[01 V| F 2018 v|[10 v|[31 V|
[TOP]
| Reagent Kit ||Reagent C0de|

[[nstruchemie 6 |
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