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4% LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
lE %
| WERE(r:Lab016 |
| | Control N | Control D
] QC Control Lot No. ] AEO0909N ] AE0909D
BRI Month CUM Month CUM
IR (2018/09) | (2018/02/22~2018/09/30) | (2018/09) | (2018/02/22~2018/09/30)
! B (N) IHE 26 B 26
| ZPHS(E Mean)UlgHb | 146 | 13.0 . 56 | 7.4
] ZHEAE (SD) |02 | 3.6 |02 | 3.5
| EEEEAH(CV) % |14 277 | 368 | 47.3
| EfEff (Target) UigHb | 147 | 147 56 | 56
] 4aERss (TE) % | 34 | 66.9 A 126.7
| HEEFEmE (TEa)% | 20 | 20 20 | 20
] o E 0.3 | 56 | 0.3
872 (Bias)% = { [ | BEHFH9(E (Mean) - HFE(H (Target)|1/ FAEH (Target) } x 100%
gazRs= (TE, Total Error)% = #27= (Bias)% + 2 x R 8 E (48 (CV)
o (Sigma) = (TEa% - #i7% (Bias)%) / Rt 54 (CV)
Hérst© 2018 09 change ; EEHHAR (CUM): H 2018 02 22 % 2018 09 30 Change
[TOP]
Control N SDI 43 {fifél |
Lot No.: AEO9O9N ; i&:ExiART © 2018-02-22 % 2018-09-30 ; HZ{H (Target) : 14.7 ; 2 fEE7% (SD) : 0.40 Hir : Lab016
Lab016
+3 5.0,
+2 5.0,
s1s.0, | ® ® . .
L bt L L] L] L] L
Target r r ry * ] ]
. .
-1 5.0,
L]
=2 5.0,
-3 5.0,
Date 02-22 03-01 03-08 03-15 03-22 03-29 04-12 04-19 04-26 05-03 05-17 05-31 06-07 0;—21 06-28 07-05 0;—19 0;—26 03'—02 0;—09 08-16 08-23 08-30 09-13 09-20 09-27

H%st © 2018 09  Change ; ZEEHHARI (CUM): [H 2018 02 22 % 2018 09 30 Change

[TOP]

| Control D SDI 43l |

B fir : Lab016

Lot No.: AE0909D ; 1gEaHAR © 2018-02-22 £ 2018-09-30 ; HAiZ{H (Target) : 5.6 ; £ {ZE#E (SD) : 0.20

Lab016
+3 5.0,

+2 5.0, = &

+1 5.0,

[u]
[u]
[u]
L]

Target = &

[u]
Lu]

-1 5.0,
=2 5.D.

-3 5.0,

Date

[i1]

[u]

[u]

02-22 03-01 03-08 03-15 03-22 03-29 04-12 04-19 04-26 05-03 05-17 05-31 06-07 06-21 06-28 07-05 07-19 07-26 08-02 08-09 08-16 08-23 08-30 09-13 09-20 09-27

Rt

2018 09 Change

ZEHHARM (CUM) © B 2018 02 22 % 2018 09 30 Change

[TOP]



Control N &7 Control D SDI
gaxiiili=!

Lot No.: AEO9OON ; iEaHifs : 2018-02-22 & 2018-09-30 ; H#%(H (Target) : 14.7 ; %43 (SD): 0.40 (o)

Lot No.: AE0909D ; ##EsiEAR © 2018-02-22 % 2018-09-30 ; HfZ{H (Target) : 5.6 ; & fH#:32 (SD): 0.20  (n) Hi : Lab016
Lab016 - - - -
+3 5.0,
+2 5.0, =] &
+1 5.0, * 5 ° A4 s ° =] =] =) . ° a =)
Target hd =] . & r hd U 3 4 * hd [] * 3
bl »
-1 5,0, =) =)
L ]
=2 5.0, =]
o
=3 5.0,
Date 02-22 03-01 03-08 03-15 03-22 03-29 04-12 04-19 04-26 05-03 05-17 05-31 06-07 0;—21 06-28 07-05 0;—19 0;—216 08'—02 0;—09 08-16 08-23 08-30 09-13 09-20 09-27
H4tst © 2018 09  Change ;o EEHHART (CUM) : H 2018 02 22 £ 2018 09 30 Change

[TOP]




ZhebREEAr GOPD E Bl WElan BEREHER (BR—)

7588 LotNo : |AEO909N (2016-01-01 ~ 2100-12-31) | Change |

42 Reagent Kit : [3-Innovation | Change |

R&atR

GG ¢

| | | Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
Reagent
. " Kit Target | Mean ||n for CV| TE|TEa Target | Mean ||n for CV||TE|TEq
UnitID = SD 0 0 0 SD 0 0 0
(Codo) * (U/gHb)||(U/gHb)|Mean||>~ [(%)[[(%)(|(%)|| © || ||(U/gHb)||(U/gHb)|[Mean|[> (%) (%) (%)
ode) -
Lab0l4 |[ 3 144 ][ 149 ][ 8 Jo2f13][62][20]Fd[][ 5.8 ] 5.7 [ 8 ]o-2]3.5][8.7][20
[Labole [ 3 ][ 147 | 146 | 3 Jo2f14|3.4][20]6]][ 5.6 | 5.6 | 3 Jo.2]3.6][7.1][20 |.
[Labo44 |3 ][ 144 | 149 | 8 Jo4[2.7]8-8][20]>e[][ 5.8 | 5.7 ] 8 Jo-2]3.5][8.7][20][5.2]
[ Towl [ - [ - J[ 149 [[19 Jo3[20[- - J[-JJL_- ][ 5.6 |19 Jo2f3.6][ - [ - ][-]
7= (Bias)% = { [ | BEHFE (Mean) - HAE{E (Target) | 1/ BE{E (Target) } x 100%
445872 (TE, Total Error)% = 3222 (Bias)% + 2 x BEMEERMAH (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / RaHEREMAE (CV)
[TOP]
RETEET R
FEHHARS ¢ 5 [2016 V][02 V][0T V]| Z[2018 V][09 v][30 V|| Change |
| | I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
Reagent ] ] ] ]
. : Target | Mean ||n for CV|| TE |[TEa Target || Mean |[n for CV|| TE |TEa
(UnitID ! Kit SD 0 0 0 Y SD 0 0 0 Y
(Code) * (U/gHb) |(U/gHb)|Mean||> [|(%) || (%) |[(%) (U/gHb)|((U/gHb)([Mean|> (| (%) || (%) |/(%)
ode) -~
| Lab013 || 3 || 145 | 142 | 45 [0.3][2.1][63]20(>6|| 57 || 55 | 45 |[0.2][3.6][10.8] 20 4.6
Lab014 |[ 3 144 | 148 | 61 Jo3|2.0][6.8][20]>6][] 5.8 ][ 5.7 ] 61 Jo.2[3.5][ 8.7 J[20][5.2]
Lab016 3 147 | 137 | 41 |3.0]21.950.6] 20 Jo.6|[| 5.6 | 6.7 | 41 |2.9][43.3][106.2][ 20 ]/0.0]
[Lab0a4 [ 3 |[ 144 | 155 |[ 78 Jjo.7][4.5]1e. 7|| 20 7 58 [ 59 | 78 Jo2[3:4] 85 || 20 5.4
[towl L ] - J 147 J2esisfoa - J - I - s s Jaleza - - -]

A3 (Bias)% = { [ | BEHPH9ME (Mean) - HIEE (Target) | 1/ BAE{H (Target) } x 100%
&R (TE, Total Error)% = 387 (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - sR%= (Bias)%) / RETEEE(AEL (CV)
[TOP]

| Reagent Kit ||Reagent Code|

|Innovation ”3 |




ZrRBRE A GOoPD Bl NWEmEREHER (HBFR2)

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

38§12 Reagent Kit : [3 - Innovation | Change |

Control N B #tztHa a5t #ist
Z LhEes

| I I Control N (Lot No.: AE0909N) |
| I I Month (2018/09) Il CUM (2016/02/01~2018/09/30) |

4 |[Reagent Kit|l Target | Mean ||n for SD CV||TE|TEa Target | Mean | n for SD CV || TE ||TEq
UnitlD =1 codey £ [(U/gHb)|[(U/gHb)|[Mean| > [%6)[[(2%)] %) | © |[|[(U/gHD)|[(U/gHb) [Mean]>~||(%) || (%) | (%)
Lab013 3 14.5 : o - -1 T20 -0 145 ][ 142 ] 45 Jo3][2.1][6.3][ 20][>6]
Lab014 3 144 ][ 149 | 8 Jo2f13][62] 20 [>¢l[J[ 144 ][ 14.8 [ 61 Jo.3][2.0][6.8][20
[Labole [ 3 [ 147 [ 146 ][ 3 Jo2]r4]3.4] 20 >6|[][ 147 ][ 137 | 41 |-|21 9)[50.6[ 20 J[0.4]
[Labod44 [ 3 ][ 144 ][ 149 | 8 Jo.4]2.7][8.8] 20 [>e][][ 14.4 ][ 15.5 | 78 ]0.7][4.5][16.7][20][2.7]
[towl - I - ] 149 |15 Joalzol - |- LI - [ 147 J2os Jusfiro - |- |-

SR (Bias)% = { [ | BEHPH{E (Mean) - EHE{E (Target) | ]/ EAE{E (Target) } x 100%
4Bz57= (TE, Total Error)% = g2 (Bias)% + 2 x R EMAE (CV)
o (Sigma) = (TEa% - 322= (Bias)%) / Bt R4E (CV)

H&Rst ¢ 2018 v|[09 v|| Change | EETHAR] (CUM) @ H (2016 v||02 v|[01 v| & (2018 v|[09 v|[30 V|| Change

[TOP]
Control D H&tat L Bat4est
Z bk
| | | Control D (Lot No.: AE0909D) |
| I I Month (2018/09) Il CUM (2016/02/01~2018/09/30) |
R
. $ elzzgi::nt Target || Mean |[n for SD CV||TE||TEq Target || Mean | n for D CV|| TE |([TEa
UnitlD = (Codey 1 |[(V/EHD)(UreHtb)Mean > 04) %) 24)| I (U/gHb) (UgHb)Mean ™ (%)) (%) | %) °
(a0 3 | 57 JL- J o |- |- J-Jolc]l57 ] 55 ] 45 Jo2|z6][108]20]as

Lab014 || | 58 | 57 | |-|35||87||20|.[|| 58 |[ 57 [ 61 o.235]87]20]5.2

3 8
Lab016 3 56 ][ 56 |[3 36|71 20|5.d[][ 5.6 ][ 6.7 | 41 ]p2.9]43.3][106.2][ 20 Jo.0
Lab044 3 58 ][ 57 |8 Jb2|[35 87 20|20 5.8 | 59 | 78 3.4][ 85 20 5.4

[_Total | I I EE A [ X e

SR (Bias)% = { [ | BEFFIGMH (Mean) - EAE{E (Target) | 1/ EfE{E (Target) } x 100%
4Bz57= (TE, Total Error)% = 3272 (Bias)% + 2 x BB EMAE (CV)
o (Sigma) = (TEa% - 383 (Bias)%) / B R4 (CV)

Bt AR (CUM) : & [2016 V] [02 v][01 V] Z [2018 V][09 V][30 V] Change |

[TOP]

| Reagent Kit ||Reagent Code|

|Innovation ”3 |
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