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BEFE LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
S
fxEREEA1r - Lab003
Control N Control D
QC Control Lot No. AE0909N AE0909D
o Month CuM Month CUM
IR (2019/01) | (2018/12/15~2019/01/31) | (2019/01) |  (2018/12/15~2019/01/31)
FEHBEET (N) 16 26 16 26
FxtF5{E (Mean) U/gHb 14.0 14.2 5.7 5.8
B HEAESE (SD) 0.4 0.5 0.2 0.3
ZEHE SR (CV) % 2.9 35 35 52
H#{g (Target) U/gHb 14.4 14.4 5.8 5.8
gazase (TE) % 8.5 8.4 8.7 10.3
AT (TEa) % 20 20 20 20
o 5.9 5.3 5.2 3.8
3= (Bias)% = {[ | B+ F49ME (Mean) - EZ{H (Target)|]/ EZ{H (Target) } x 100%
HuzR7E (TE, Total Error)% = 3272 (Bias)% + 2 x BEIEEA8 (CV)
o (Sigma) = (TEa% - ##7= (Bias)%) / BaTE 5 5% (CV)
H%Ef 0 2019 01 Change ; ZEEHHARY (CUM): [H 2018 12 15 % 2019 01 31 Change
[TOP]
Control N SDI 737 [&|
Lot No.: AEO9O9N ; B : 2018-12-15 % 2019-01-31 ; HZ(H (Target) : 14.4 ; 2E4Z432 (SD) : 0.4 Hifir : Lab003
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Date 12-15 12-18 12-19 12-20 12-22 12-24 12-25 12-26 12-27 12-29 01-02 01-03 01-05 01-08 01-09 01-10 01-11 01-16 01-17 01-18 01-21 01-24 01-26 01-29 01-30 01-31
F4st 0 2019 01 Change ; ZEEHHART (CUM): [ 2018 12 15 % 2019 01 31 Change
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Control D SDI 7 i [&
Lot No.: AE0909D ; #Eilif] : 2018-12-15 Z 2019-01-31 ; H%{H (Target) : 5.8 ; Sx¥#fm%E3% (SD) : 0.2 Sz : Lab003
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Date 12-15 12-18 12-19 12-20 12-22 12-24 12-25 12-26 12-27 12-29 01-02 01-03 01-05 01-08 01-09 01-10 01-11 01-16 01-17 01-18 01-21 01-24 01-26 01-29 01-30 01-31

F4st 0 2019 01 Change ;  ZETHART (CUM): B 2018 12 15 % 2019 01 31 Change
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Control N 5, Control D SDI
i El

Lot No.: AEO909N ; iEzHART © 2018-12-15 & 2019-01-31 ; HiZ{H (Target) : 14.4 ; &E{#Ex= (SD): 0.4 (o)
Lot No.: AE0909D ; #4ERHIRE © 2018-12-15 Z5 2019-01-31 ; E ffif (Target) : 5.8 ; -k (SD): 02 (0n)
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Date 12-15 12-18 12-19 12-20 12-22 12-24 12-25 12-26 12-27 12-29 01-02 01-03 01-05 01-08 01-09 01-10 01-11 01-16 01-17 01-18 01-21 01-24 01-26 01-29 01-30 01-31

H%Et 0 2019 01 Change ; ZEFEART (CUM): [ 2018 12 15 % 2019 01 31 Change
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ZrRBRE A GOoPD E Bl NWEmEREHER (HBFR—)

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

#EfE Reagent Kit : |6 - Instruchemie V| Change |

H&sTR
gt Big © [2019 v||01 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 ][ 140 ][ 16 Jo.4[2.9][8.5][20]5.9[][ 5.8 | 57 | 16 3.5[8.7][20
Total - 14.0 ][ 16 Jj0.4[2.9 - -0 57 |16 Jo2[3.5] - 1 - |[-]
R (Bias)% = /\E'I‘SIZ:EL-]{E (Mean) - H1E{E (Target) | 1/ BfE{E (Target) } x 100%
ga=a == (TE, Total Error)% = $27= (Bias)% + 2 x B8R4 (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt ERIAE (CV)
[TOP]
BETHETER
Fa1H : 5 2016 v][02 v][01 V] E [2019 V] [01 V][31 V]| Change |
| [ I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
] ¢ Reagent Kit|| Target | Mean |[n for D CV|| TE |[TEa Target || Mean ||n for SD CV|| TE |[TEa
UnitD = 0o 4e) T |((U/gHbY((U/gHb)|Mean|> (%) (%)|[%)|| © || |((U/gHb)((U/gHb)|Mean|||(%) || (%) {|(%)
[Laboo3 | 6 [ 144 | 144 |[273 J11][7.6]15.3][20 |r-6][][ 5.8 | 5.8 ][273 Jo.6][10.3]20.7][20][1.9]
[ Tol | - [ - ][ 144 J2m3]ryze] - J[- - J0C - 1 58 (273 Jo.gto.3][ - ][ - [-]
HA2E (Bias)% = { [ | BEFFIS9ME (Mean) - HHE{H (Target) | 1/ EAE{E (Target) } x 100%
4Bz57= (TE, Total Error)% = g2 (Bias)% + 2 x BB EMAE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt ERIAE (CV)
[TOP]

Reagent Kit Reagent Code

Instruchemie 6




ZiRERE A GOPD E il NEmESETER (BRT)

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

#E4Z Reagent Kit : [6 - Instruchemie V| Change |

Control N B &zt REt4raT
v e
| || | Control N (Lot No.: AE0909N) |
Month (2019/01) ] CUM (2016/02/01~2019/01/31)

. ¢ Reli%f n Target || Mean || n for D CV||TE|TEa Target || Mean ||n for D CV| TE |[TEa
Uit = (Code) £ (U/gHb)||(U/gHb)[Mean||>~[(%)||(%6)(|(2%)|| © |||l(U/gHb)|[(U/gHb){[Mean(> (%) (%)||%)|| ©
[Labo03 [ 6 | 144 ][ 14.0 ][ 16 Jo.42.9]8.5][20]5.9)][ 144 ][ 144 |[273]1.1][7.6]15.3][ 20]72.6]
[ Total [ - [ - J 140 |16 Jo42.9][ - J[ - J[- I _- [ 144 J[273 L.1][7.6] - [ - ][-]

R (Bias)% = { [ | BEHPHE (Mean) - H1E{E (Target) | ]/ BAE{E (Target) } x 100%
&R (TE, Total Error)% = 387 (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - $7= (Bias)%) / BetEEHH (CV)

B&gst 1 (2019 v||01 v ZEEHAR] (CUM) @ 52016 v|[02 v|[01 v|F [2019 v||01 v|[31 V|
[TOP]
Control D H#tat B RaH4RET
Z e
| I | Control D (Lot No.: AE0909D) |
| I | Month (2019/01) Il CUM (2016/02/01~2019/01/31) |
Reagent
. . Target || Mean | n for CV||TE |TEaj Target || Mean |[n for CV|| TE |[TEa)
Unitip £ | Kit SD c SD c
(Code) | (U/gHb)||(U/gHb)|Mean (%)|[(%0)||(%) (U/gHb)||(U/gHb)|[Mean (%) {|(%)||(%)
odaec) -
Lab003 ][ 6 58 ][ 5.7 | 16 Jo2|[3.5][8.7][20]5.2)[] 5.8 | 5.8 ][273 ]jo.¢][10.3]20.7][ 20 |[1.9]
Total - - 57 |16 Jo23.s] - ][ - |- - 58 | 273 Jo.gfto3) - || - | -]
72 (Bias)% = { [ | & PH{E (Mean) - EE{E (Target) | ]/ B (Target) } x 100%
#8=57= (TE, Total Error)% = 5R7= (Bias)% + 2 x R E/RE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RETERMAEL (CV)
HE&ist + [2019 w01 v HEHHAR] (CUM) : B (2016 v|[02 v|[01 V| FE 2019 v|[01 v|[31 V|
[TOP]
| Reagent Kit ||Reagent C0de|

[[nstruchemie 6 |
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