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#E4% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
FIENE S
. [@BR%(r:Lab003 |
\ ] Control N ‘ Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CuM Month Cum
HE (2018/06) | (2018/05/26~2018/06/30) | (2018/06) | (2018/05/26~2018/06/30)
| R BRI (N) 21| 26 21 26
| EGPH9{E (Mean)UigHb | 144 | 14.4 | 58 | 5.8
\ FiHE 2 (SD) 05 | 0.5 [ 03 | 03
| BERMBEEH(CV)% | 35 | 35 | 52 | 5.2
| EfEfE (Target)UigHb | 144 | 14.4 | 58 | 5.8
| 4872 (TE) % . 69 | 6.9 | 103 | 10.3
| AHrsEsE (TEa% [ 20| 20 20 | 20
| o | 57 | 5.7 | 38 | 3.8
72 (Bias)% = { [ | BxTF9(E (Mean) - HiZ{ (Target)| 1/ HiZ{H (Target) } x 100%
Hazrs2 (TE, Total Error)% = 3572 (Bias)% + 2 x RtE 548 (CV)
o (Sigma) = (TEa% - ##7 (Bias)%) / RatEFMAE (CV)
H&tEl © 2018 06 Change ; ZE(HARI (CUM): [H 2018 05 26 % 2018 06 30 Change
[TOP]
Control N SDI 431l
Lot No.: AEO909N ; faEilifE] © 2018-05-26 % 2018-06-30 ; HfZ{H (Target) : 14.4 ; &Ffliss= (SD): 0.4 1 : Lab003
Lab003
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Date 05-26 05-28 05-29 05-30 05-31 06-01 06-02 06-04 06-05 06-07 06-08 06-09 06-11 06-13 06-14 06-16 06-19 06-20 06-21 06-22 06-23 06-25 06-26 06-28 06-29 06-30
A4zt 2018 06 Change ; ZETHAM (CUM): B 2018 05 26 % 2018 06 30 Change
TOP
Control D SDI 7 {fi[=]
Lot No.: AE0909D ; #E&Hi[E © 2018-05-26 % 2018-06-30 ; HiL{H (Target) : 5.8 ; £ %32 (SD) : 0.2 iz : Lab003
Lab003
+3 5.0,
+2 5.0, =2 =2 = =2
o o (=] (m]
+1 5.0, =] =)
o o o =)
Target
o
-1 5.0, a8 =]
o o o o o
-2 5.D. = =2 & =
-3 5.D.
Date 05-26 05-28 05-29 05-30 05-31 06-01 06-02 06-04 06-05 06-07 06-08 06-09 06-11 06-13 06-14 06-16 06-19 06-20 06-21 06-22 06-23 06-25 06-26 06-28 06-29 06-30

H&tEl © 2018 06 Change ; ZE(HARI (CUM): [H 2018 05 26 & 2018 06 30 Change

TOP




Control N 7 Control D SDI
pagiiliz|

Lot No.: AEO909N ; imEgHART : 2018-05-26 £ 2018-06-30 ; HiZ{H (Target) : 14.4 ; 2 fW#E2= (SD): 0.4 (o)

Lot No.: AE0909D ; & E#iAR] : 2018-05-26 % 2018-06-30 ; HiZ{E (Target) : 5.8 ; &#fZ=4E7 (SD): 0.2 (o) Bz : Lab003
Lab003
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Date 05-26 05-28 05-29 05-30 05-31 06-01 06-02 06-04 06-05 06-07 06-08 06-09 06-11 06-13 06-14 06-16 06-19 06-20 06-21 06-22 06-23 06-25 06-26 06-28 06-29 06-30

H4ist:© 2018 06 Change ; ZEFHARI (CUM): [ 2018 05 26 % 2018 06 30 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 |

BIENBE—
H&atk
&=t B15 - [2018 V| |06 V|| Change
| I I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
. ¢ |[Reagent Kit|l Target || Mean | n for sp|[CV| TE|[TEa Target || Mean |n for|l . JICV| TE TEa
UnitiD =1l 0oge) £ |[(U/gHb)||(U/gHb)[Mean| ™ [(%) (%) (%) (U/gHb)||(U/gHb)|[Mean|[>||(%)[| (%) || (%)
Lab003 6 144 ][ 144 ] 21 Jo5)[3.5]6.9][ 20 58 ][ 58 |2t 5.2][10.3][ 20
Total - 144 | 21 Jos|[3.5] - - - 5.8 ][ 21 s - -]

Wiz (Bias)% = { [

B P9ME (Mean) - EBHE (Target) | 1/ EBHE (Target) } x 100%

4EzR7 (TE, Total Error)% = 3Rz (Bias)% + 2 x BB (48 (CV)
o (Sigma) = (TEa% - FRZ= (Bias)%) / RETEERMAE (CV)

[TOP]

HEtfetR

F31 ¢ 5 2016 v][02 v][01 v] % [2018 V] [06 V][30 V]| Change |

| [ I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |

UnitID 1 Reagent Kit|| Target || Mean | n for CV||TE TEaBH Target || Mean ||n for CV| TE TEa|E|
“ | (Code) * |[(U/gHb)(\(U/gHb) [Mean|”~(|(%)|(%)] (%) (U/gHDb)||(U/gHb)|[Meanl|”" [[(%)]| (%) || (%)

[Laboo3 [ 6 ][ 144 ][ 143 [133]o.4[2.8][63] 20 |Pe|[][ 5.8 [ 5.7 ][133][0.3][5.3]12.3][20]]3.4

[ Total | - [ - [ 143 Jus3fod8 - [ - J[-J[ - I 57 J[133]o353] - J[ - J[-]

Az (Bias)% = { [

BEHF5{E (Mean) - BEE (Target) | 1/ EAE{HE (Target) } x 100%

4Bz57= (TE, Total Error)% = g2 (Bias)% + 2 x R EAE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt ERIAE (CV)

[TOP]

Reagent Kit Reagent Code

Instruchemie 6




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 4es B Ba 1 GeaT
Pt <

| I I Control N (Lot No.: AE0909N) |
Month (2018/06) I CUM (2016/02/01~2018/06/30)
Reagent
i ¢ Kit Target | Mean ||n for CV| TE|TEa Target || Mean | n for CV||TE|TEa
UnitID = SD (\) 0 0 Y SD 0 (1) ") Y
(Code) £ (U/gHDb)||[(U/gHb)(Mean||> "~ [(%)|[(%)]|(%) (U/gHDb)||(U/gHb)[Mean||>(/(%)||(%)||(%)
odaeg) -
[Laboo3 |6 ][ 144 | 144 ][ 21 Jo.5[3.5][6.9 20 |5.7|[][ 144 ][ 14.3 ] 133 ]jo.4][2.8][6.3][ 20 ]}>¢]
[ Total J[ - [ - {144 J[2t Jos3s)[ - - J[-JOC - [ 143 133 Jo2.8] - [ - ][]
72 (Bias)% = { [ | & PH{E (Mean) - EE{E (Target) | ]/ B (Target) } x 100%
#ERZE (TE, Total Error)% = Rz (Bias)% + 2 x BRETEBE{AE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RETERAEL (CV)
B&gst 1 (2018 v||06 v ZEEHAR (CUM) : 52016 v|[02 v|[01 v|Z [2018 v||06 v|[30 V|
[TOP]
Control D B &tatEE Hatitat
Zthek
| I | Control D (Lot No.: AE0909D) |
| I | Month (2018/06) i CUM (2016/02/01~2018/06/30) |
. " Religf n Target || Mean | n for CV|| TE |TEaj Target | Mean |[n for CV|| TE ||TEaqj
UnitID = 1 SD 0 0 0 Y SD o 0 o o
(Code) £ (U/gHb)|([(U/gHb)[Mean|[” " [|(%)|| (%) || (%) (U/gHb)(|(U/gHb)([Mean||” "~ |[(%)(| (%) | (%)
ode) -
Lab003 ][ 6 58 | 5.8 | 21 Jo3|s2]fro3] 20 B[ 5.8 | 5.7 |[133]o.3][5.3][12-3 20 |[3.4
Total - - 58 2t Jo3l[s2] - - -0 - 57 J[133]o3|[53] - ][ - [-]
72 (Bias)% = { [ | B&HPH{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% - ZR7E (Bias)%) / RETERAEL (CV)
HE&ist © |2018 wv||06 v HEHHAR] (CUM) : H (2016 v||02 v|[01 V| FE 2018 V|06 v|[30 V|
[TOP]
| Reagent Kit ||Reagent C0de|

[[nstruchemie 6 |
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