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7583% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
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Control N Control D
QC Control Lot No. AE0909N AE0909D
BRI Month CUM Month CUM
et (2019/10) (2019/05/01~2019/10/31) (2019/10) (2019/05/01~2019/10/31)
FEHEEL(N) 4 26 4 26
Z:HF19{E (Mean) U/gHb 14.7 14.9 5.8 5.7
EEHEHEZ (SD) 0.5 0.4 0.1 0.2
FETEEAE (CV) % 3.4 2.7 1.7 3.5
H1Z(H (Target) U/gHb 14.4 14.4 5.8 5.8
4EzR7= (TE) % 8.9 8.8 3.4 8.7
N X FTHER 7 (TEa) % 20 20 20 20
c 5.3 >6 >6 5.2
7% (Bias)% = { [ | E5FFH9{E (Mean) - HHE{E (Target) | 1/ HAE{HE (Target) } x 100%
48297 (TE, Total Erron)% = 375 (Bias)% +2 x RSz (CV)
o (Sigma) = (TEa% - 372 (Bias)%) / BT 5{AE (CV)
H&gst © 2019 10 Change ; ZEEHHARI(CUM): B 2019 05 01 & 2019 10 31 Change
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Lot No.: AEO909N ; FERHART : 2019-05-01 Z& 2019-10-31 ; EAZ(H (Target) : 14.4 ; S EHE (SD) : 0.40 FAAir : LabO11
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Lot No.: AE0909D ; #&E&HAR © 2019-05-01 % 2019-10-31 ; HAZ{H (Target) : 5.8 ; & Z1E4E2 (SD) : 0.10
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Control N £z Control D SDI
gaxiitl

Lot No.: AE0909N ; f@E&HARE : 2019-05-01 % 2019-10-31 ; HAZ(E (Target) : 14.4 ; 2H{WAE= (SD): 040 (o)

Lot No.: AE0909D ; f#E&HART : 2019-05-01 Z8 2019-10-31 ; HAZ{# (Target) : 5.8 ; £#{T#e3% (SD): 0.10 (o) Fir : Lab0l1
Lab011
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Zheba AL GOPD E Efalk WElmEREHEER (R —)

381 LotNo : | AEO909N (2016-01-01 ~ 2100-12-31) /| Change |

#524% Reagent Kit : |4 - Lanner v|| Change |

HIEN#BR—

[ At
@izt B o [2019 v (10 v Change

| | | Control N (Lot No.: AE0909N) [ Control D (Lot No.: AE0909D) |
Reagent Kit|| Target || Mean | n for CV||TE|TEa Target || Mean |[n for CV||TE||TEa
UnitlDEl (Code)El (U/gHb)||(U/gHb) Mean|;‘(%) (%)||(%) BH (U/gHb)||(U/gHb) Mean|:D‘(%) (%) (%)B
[Labotl || 4 ][ 144 | 147 | 4 Jo.5|34]89]20 53] 5.8 | 58 [ 4 Jo1][1.7][3.4][20]>¢]
[ Towt [ - [ - [ 47 [ 4 Josial- - - - [ 58 [ 4 Joajfrs][- - 1[-]

27 (Bias)% = { [ | B5FPH9{H (Mean) - HZ PR{E (Target) } x 100%
HHERFZ (TE, Total Error)% = 3575 (Bias)% + 2 x REHER(RE (CV)
o (Sigma) = (TEa% - 57 (Bias)%) / B8 H4% (CV)

[TOP]
ESE GRS
Z1Rs - g [2016 v][02 Vv][01 V| Z [2019 v|[10 v|[31 V|| Change |
| I I Control N (Lot No.: AE0909N) [l Control D (Lot No.: AE0909D) |
Rosgent | ¢ M fi _CV TE ||TE ] Target | M f _cv TE |[TE |
Ki arget can (|n ror a arge can (|n 1ror a
Unitp[ £ (c dI;El (U/gHb)||(U/gtb)[Mean||> 2o @) | <o) || © || lUretb)|Urgtb)[Mean>Plls)|| 6 [|0) || ©
odac
[Laboos || 4 | 144 | 152 ] 72 Jpol[3.9]13.5[ 20 B[] 54 [ 5.6 | 72 Jo-4][7-1][18.0][ 20 ]2.3]
Lab007 4 15.0 | 15.9 ][ 94 Jo.8|[5.0]t6.1[20 [8|[[ 5.6 | 5.8 [ 94 Jo.4][6.9][17.4][20 |24
Lab008 4 144 | 149 |70 @60 15.6] 20 ﬁ_ 53 | 53 |70 ﬁ75 15.1][20 2.7
Lab009 4 144 ][ 15.6 0.7[4.5][17.3 [ 58 | 58 0.4][6.9][13.8][ 20 ]2.9]
[Labolo | 4 ][ 158 ][ 16.0 || 29 |.|_||88|| 20 |.|]| 62 |[ 58 || 29 |.|52||168|| 20 |2.¢]
[Labott [ 4 | 144 | 147 || 72 |.|_||102|| 20 |.|]| 58 || 57 | 72 |.|3 5||87|| 20 |.
Lab012 4 158 |[ 15.1 108 19.0 57 ][ 5.6 | 108 Jo.4|[7.1]f16.0
Lab029 4 144 | 147 0.3 62 20 o]l 5.8 1 57 [ 75 Jo1] 52 20
[row | H-HH2MMIMH T s b -1

27 (Bias)% = { [ | BatF
425 2% (TE, Total Error)% = a;% (Bias)% + 2 x BELERIELLEE (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / EEHEE(GRE (CV)
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4 LotNo : | AEO909N (2016-01-01 ~ 2100-12-31) | Change |

J8J% Reagent Kit : [4-Lanner /| Change |

SIEN#RFR —
Control N H4aT B RET47aT 2 ELisk
Control N (Lot No.: AE0909N)
Month (2019/10) CUM (2016/02/01~2019/10/31)

Uni EI Reagent Kit Target Mean || n for SD CV || TE || TEa s Target Mean || n for SD CV| TE || TEa s
nitID! (Code)E' (U/gHb) | (U/gHb) || Mean %) || (%) | (%) (U/gHb) || (U/gHb) || Mean %) || (%) || (%)
Lab006 4 14.4 - 0 - - - 20 || - 14.4 15.2 72 |[0.6[ 3.9 ]/13.5] 20 ||3.7
Lab007 4 15.0 - 0 - - - 20 || - 15.0 159 94 (0.8 5.0 | 16.1] 20 ||2.8
Lab008 4 14.4 - 0 - - - 20 || - 14.4 14.9 70 {[0.9( 6.0 |/15.6] 20 ||2.8
Lab009 4 14.4 - 0 - - - 20 || - 14.4 15.6 66 ([0.7(4.5]17.3] 20 ||2.6
Lab010 4 15.8 - 0 - - - 20 || - 15.8 16.0 29 |[0.6] 3.8 8.8 | 20 (4.9
Lab011 4 14.4 14.7 4 0.5(3.4(89] 20 [[5.3 14.4 14.7 72 |[0.6[ 4.1 ]/10.2] 20 ||4.4
Lab012 4 15.8 - 0 - - - 20 || - 15.8 15.1 108 |[ 1.1 7.3 ]/19.0] 20 ||2.1
Lab029 4 14.4 - 0 - - - 20 || - 14.4 14.7 75 10.3([ 2.0 6.2 |[ 20 || >6

Total - - 14.7 4 0.5(3.41( - - - - 15.2 586 (|09 59| - - -
72 (Bias)% = { [ | BaF-F45(8 (Mean) - HHE{E (Target) | ]/ FZ{E (Target) } x 100%
#4572 (TE, Total Error)% = 377 (Bias)% + 2 x ZEHEFAE (CV)
o (Sigma) = (TEa% - 257 (Bias)%) / BEFEEIAHE (CV)
A%t : [2019 v][10 V| Change R (CUM) : [ 2016 v|[02 v|[01 v| % [2019 v|[10 v|[31 V|| Change
[TOP]
Control D A%t ARt bl
Control D (Lot No.: AE0909D)
Month (2019/10) CUM (2016/02/01~2019/10/31)

Uni m Reagent Kit Target Mean || n for D CV || TE || TEa - Target Mean || n for SD CV| TE | TEa -
nitID! (Code)E] (U/gHb) | (U/gHb) | Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean ) || (%) || (%)
Lab006 4 54 - 0 - - - 20 || - 5.4 5.6 72 110.4) 7.1 18.0) 20 {[2.3
Lab007 4 5.6 - 0 - - - 20 || - 5.6 5.8 94 110.4]16.9|17.4] 20 (2.4
Lab008 4 53 - 0 - - - 20 || - 5.3 5.3 70 104 7.5 15.1) 20 [[2.7
Lab009 4 5.8 - 0 - - - 20 || - 5.8 5.8 66 |10.4]6.913.8]| 20 [[2.9
Lab010 4 6.2 - 0 - - - 20 || - 6.2 5.8 29 [|0.3][5.2]16.8| 20 |2.6
LabO11 4 5.8 5.8 4 0.1 1.7 |[ 3.4 || 20 [|>6 5.8 5.7 72 10.2)13.5] 87 | 20 [[5.2
Lab012 4 5.7 - 0 - - - 20 || - 5.7 5.6 108 ||0.4] 7.1 ]16.0] 20 (2.6
Lab029 4 5.8 - 0 - - - 20 || - 5.8 5.7 75 110.1) 1.8 5.2 || 20 |[>6

Total - - 5.8 4 0.1 1.7 || - - - - 5.7 586 (0.4 7.0 - - -
7% (Bias)% = { [ | B&t-F39(E (Mean) - HAZ{H (Target) | 1/ HAZ{H (Target) } x 100%
#4572 (TE, Total Error)% = 377 (Bias)% + 2 x ZHEHERAE (CV)
o (Sigma) = (TEa% - 3572 (Bias)%) / Rt FAHE (CV)
Azt [2019 v[[10 V| Change FHIART (CUM) : 13 [2016 v|[02 v|[01 |z [2019 v|[10 Vv|[31 V|| Change
[TOP]
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