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#5452 LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
FENTE2%
| [#BRMfi:Lab003 |
| | Control N | Control D
] QC Control Lot No. ] AEO0909N ] AE0909D
BRI Month CUM Month CUM
IR (2018/08) | (2018/07/23~2018/08/31) | (2018/08) | (2018/07/23~2018/08/31)
! R (N) 21| 26 21| 26
| ZIPH(E Mean)UlgHb | 151 | 15.0 60 | 6.0
] ZEHEAEE (SD) A 3.3 14| 1.2
| EEEEAH(CV) % | 245 | 22,0 | 233 | 20.0
| HEfE (Target) UigHb | 144 | 14.4 58 | 5.8
] 4aze (TE) % | 539 | 48.2 | 501 | 434
| AIARFMEE (TEa)% | 20| 20 20 | 20
] o | 06 | 0.7 07 | 0.8
872 (Bias)% = { [ | BEHFH9(E (Mean) - HFE(H (Target)|1/ FAEH (Target) } x 100%
4372 (TE, Total Error)% = 257 (Bias)% + 2 x HEta2 5 {%d5 (CV)
o (Sigma) = (TEa% - #i7% (Bias)%) / Rt 54 (CV)
H#rst © 2018 08 change ; EEtHAR (CUM): H 2018 07 23 & 2018 08 31 Change
[TOP]
Control N SDI 43 {fifél |
Lot No.: AEO909N ; faBafs] : 2018-07-23 % 2018-08-31 ; HiH{H (Target) : 14.4 ; &3¢ (SD) : 0.4 Hfir : Lab003
Lab003 -
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-1 5,0, + 2 & . < L .
-2 5.0, . . . e
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Date 07-23 07-26 07-27 07-28 07-31 08-01 08-04 08-06 08-08 08-10 08-11 08-13 06-15 08-16 08-17 08-20 08-21 08-22 08-23 08-24 08-25 08-27 08-28 08-29 08-30 058-31
H&gst © 2018 08 Change ; ZE{HARH (CUM): [ 2018 07 23 % 2018 08 31 Change
[TOP]
| Control D SDI 43l |
Lot No.: AE0909D ; :EiAR] : 2018-07-23 % 2018-08-31 ; HAZ{H (Target) : 5.8 ; £tk (SD) : 0.2 iz : Lab003
Lab003 -
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+2 5.0, & =) & &
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+1 5.0, =) 8
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o o
-1 5.D. \=) =) =] =] =]
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-2 S,D. o ooou
-3 5.0.
Date 07-23 07-26 07-27 07-28 07-31 08-01 08-04 08-06 08-08 08-10 08-11 08-13 06-15 08-16 08-17 08-20 08-21 08-22 08-23 08-24 08-25 08-27 08-28 08-29 08-30 058-31

H#tst© 2018 08 change ; EEtHAR (CUM): H 2018 07 23 & 2018 08 31 Change

[TOP]



Control N &7 Control D SDI
gaxiiili=!

Lot No.: AEO909N ; ifiHAR : 2018-07-23 £ 2018-08-31 ; HAZ(H (Target) : 14.4 ; 2 Z1Z A7 (SD): 0.4 (o)

Lot No.: AE0909D ; fEsEAR : 2018-07-23 % 2018-08-31 ; Hfti{# (Target) : 5.8 ; & fus#% (SD): 0.2 (o) Hfir : Lab003
Lab003 =
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Date 07-23 07-26 07-27 07-28 07-31 08-01 08-04 08-06 08-08 08-10 08-11 08-13 08-15 08-16 08-17 08-20 08-21 08-22 08-23 08-24 08-25 08-27 08-28 06-29 08-30 08-31
H4tst © 2018 08 Change ;o EEHHART (CUM) : H 2018 07 23 £ 2018 08 31 Change

[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 |

H&atk
&=t B15 - [2018 V| |08 v|| Change
| I I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
Reagent
. $ Kit Target | Mean ||n for CV| TE |[TEa Target | Mean ||n for CV| TE |[TEa
Unit[D = (U/ghb)|[(Urgtb)Mean| 2| 6) [ @0)|[o)[| © [ |lU/etib)|Urgtb)Meanl>2ll @6) | @) o) ©
(Code) !. g g 0 0 0 g g 0 0 0
[Lab003 |[ 6 [ 144 ][ 151 ][ 21 J3.7]p4.5]53.9[ 20 Jo.6[[][ 53-8 ][ 6.0 [ 21 ][1.4|223.3)[50.1][ 20 ]0.7]
[Towl [ - J[ - {151 J[2t 37feas] - J[-J[-JIL - [ e0 J[21 Jua@33[ - ][-]-]
WZE (Bias)% = { [ | BEFHME (Mean) - BAZ{H (Target) | ]/ BAE{E (Target) } x 100%
4EERZ= (TE, Total Error)% = 27 (Bias)% + 2 x BB E(LE (CV)
o (Sigma) = (TEa% - $R7% (Bias)%) / B & & E(A8 (CV)
[TOP]
RETHETR
R : 5 2016 v[02 v][01 V] Z [2018 V] [08 V][37 V]| Change |
| I | Control N (Lot No.: AE0909N) 1 Control D (Lot No.: AE0909D) |
) + Reagent Kitl| Target || Mean ||n for D CV|| TE ||[TEa Target || Mean |[n for ) CV|| TE |[TEa
UnitlD = || ey [[(U/ekb)||(U/gHb)[Mean > ||%)| %) [[2%)]| © | |l(Urerb)|jUrgHb)Mean|>2lcs)| )| 2%)
[Labo03 |[ 6 ][ 144 ][ 144 ][ 176 |[1L3|[9-0][t8.1)[20 |2][][ 5.8 ][ 5.8 ][ 176 Jo.5|[8.6][17.2][ 20]]2.3]
[ Towl [ - J[ - [ 144 J[7e]u3)o.oll - - - 0L - [ 5.8 J[176 Jos|8.6] - - -]
EAZE (Bias)% = { [ | BEF A (Mean) - HAZ{H (Target) | 1/ BAE{E (Target) } x 100%
#8572 (TE, Total Error)% = 5872 (Bias)% + 2 x Rt R/AR (CV)
o (Sigma) = (TEa% - §R7% (Bias)%) / BEEE(A8 (CV)
[TOP]

| Reagent Kit |Reagent Code|
[Instruchemie [l6 |




ZiRBRE A GoPD E il NEmESETER (BRT)

#5882 LotNo : |AEO909N (2016-01-01 ~ 2100-12-31) | Change |

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

Control N B &2 Hatitat
Pl &
| | | Control N (Lot No.: AE0909N) |
Month (2018/08) CUM (2016/02/01~2018/08/31)
. ¢ Re;%f n Target || Mean |[n for D CV|| TE ||TEa] Target || Mean |n for D CV| TE ||TEa
UnitlD = (Code) £ (U/gHb)||(U/gHb)[Mean||> || (%)|{[(%)|[(%)|| © | |l(U/gHb)((U/gHb)|[Mean|>"|(%)] (%) |(%)|| ©
ode) -
[Laboo3 [ 6 ][ 144 | 151 |[ 21 |3.7)24.5]53.9[ 20 Jo-6]][ 14.4 ][ 14.4 ][ 176 J1.3][9.0]18.1][20 |2.2]
[Toal J[ - [ - J{st jfar BaRas| - [- -0 - | 144 o6 fu3foof - - ][-]

2 (Bias)% = { [ | BEHPH{E (Mean) - EAE{E (Targer) | ]/ BAE{E (Target) } x 100%
&R (TE, Total Error)% = 3R7Z (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - $7% (Bias)%) / BetEEHH (CV)

B&gst ¢ (2018 v||08 v ZEEHAR] (CUM) : 52016 v|[02 v|[01 v|Z [2018 v||08 v|[31 V|
[TOP]
Control D H#tat B RaH4RET
Z Pegek
| I I Control D (Lot No.: AE0909D) |
| I I Month (2018/08) I CUM (2016/02/01~2018/08/31) |
Reagent
, " Kit Target | Mean ||n for CV| TE |TEa Target | Mean ||n for CV| TE ||TEaqj
UnitID £ SD 0 0 0 Y SD o 0 o 6
(Code) ! (U/gHb)||(U/gHb)|Mean (%) [|(%){[(%) (U/gHb)||(U/gHb)|Mean (%)[ (%) [[(%)
0odac) -
Lab003 6 5.8 6.0 21 223.3 50.1{| 20 (0.7 5.8 5.8 176 110.5]|8.6(17.2|| 20 E
Total - - 6.0 21 ||\ L4123.3) - || - |- - 5.8 176 |0.5][8.6] - || - || -]
72 (Bias)% = { [ | & PH{E (Mean) - EE{E (Target) | ]/ B (Target) } x 100%
#8ERZZ (TE, Total Error)% = 3R7E (Bias)% + 2 x ZETEBRAE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RETERMAEL (CV)
HE&ist © |2018 wv|[08 v HEHHAR] (CUM) : H (2016 v||02 v|[01 V| FE 2018 V|08 v|[31 V|
[TOP]

| Reagent Kit ||Reagent C0de|

[[nstruchemie 6 |
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