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#5452 LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
SIENE%
| WERE(r:Lab014 |

| | Control N | Control D
] QC Control Lot No. ] AEO0909N ] AE0909D

BRI Month CuM Month CuM

e (2018/08) | (2018/06/08~2018/08/31) | (2018/08) | (2018/06/08~2018/08/31)
] ZEHEEL (N) 10| 26 10| 26
| ZIPH(E Mean)UlgHb | 149 | 14.9 . 58 | 5.7
] ZEHEAEE (SD) |03 | 0.2 03 | 0.2
| EREEEERCV% | 20 | 1.3 | 52 | 35
| HEfE (Target) UigHb | 144 | 14.4 58 | 5.8
] 4aza7s (TE) % |75 | 6.2 | 103 | 8.7
| AIARFMEE (TEa)% | 20| 20 20 | 20
] o E >6 | 38 | 5.2
5% (Bias)% = { [ | & V9{E (Mean) - HEZ{E (Target)| ]/ EfZ{E (Target) } x 100%
4z7E (TE, Total Error)% = 35 (Bias)% + 2 x RaFEEL{HE (CV)
o (Sigma) = (TEa% - @i (Bias)%) / RatEE{HE (CV)

H#tst© 2018 08 change ; EEtHAR (CUM): H 2018 06 08 & 2018 08 31 Change
(TOP]

Control N SDI 43 {fifél |

Lot No.: AEO90ON ; #Eg#IRT : 2018-06-08 % 2018-08-31 ; HFE{H (Target) : 14.4 ; =2 fmsk:3= (SD) : 0.4

EE{7 : Lab014

Lab014
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H&gst © 2018 08 Change ; ZE{HARH (CUM): [ 2018 06 08 % 2018 08 31 Change
[TOP]
| Control D SDI 43l |
Lot No.: AE0909D ; #:EHAR] : 2018-06-08 % 2018-08-31 ; HAZ{H (Target) : 5.8 ; £ }&:#e3 (SD) : 0.2 iz : Lab014
Lab014
+3 5.0,
+2 5.0,
+1 5,0, =] =] =] =]
(=] o (=] =] o
Target =] i it & =
o
-1 5.D. a8 a8 g
o o o o o =]
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=3 5.D.
Date 06-08 06-12 06-19 06-22 06-22 06-26 06-29 07-03 07-06 07-10 07-13 07-17 07-20 07-24 07-27 07-31 08-03 08-07 08-10 08-10 08-14 08-17 08-21 08-24 08-28 08-31

Rt

2018 08 Change

ZEHHAM (CUM) © B 2018 06 08 % 2018 08 31

Change

[TOP]



Control N &7 Control D SDI
gaxiiili=!

Lot No.: AEO909N ; f#B@itAfE] © 2018-06-08 £ 2018-08-31 ; HAZ(H (Target) : 14.4 ; & E 247 (SD): 0.4 (o)

Lot No.: AE0909D ; faEsHAR © 2018-06-08 % 2018-08-31 ; Him{# (Target) : 5.8 ; &#4@#3% (SD): 0.2 (o) i : Lab014
Lab014
+3 5.0,
+2 5.0, ] . & &
+1 5.0, * * ¢ * . * ; * * hd A4 ; 8 * * 5 *
o *® 4 o [u] o b4
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H4gst © 2018 08  Change ; ZETHHAR] (CUM): H 2018 06 08 £ 2018 08 31 Change

[TOP]




ZrRBRE A GOoPD E Bl NWEmEREHER (HBFR—)

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

3EfE Reagent Kit : |3 - Innovation V| Change |

H&atk
gt B+ [2018 v||08 V|| Change
| | I Control N (Lot No.: AE0909N) Ll Control D (Lot No.: AE0909D) |
Reagent
. s Kit Target | Mean ||n for CV|| TE ||TEa Target || Mean | n for CV| TE |[TEa
UnitID = (U/ghb)|(U/gtb)|Mean|> 2| @6l %) (o)l © || |(U/etib)|lu/etib)Mean|PP)| o) || @) [|0)] ©
(Code) E g g 0 0 0 g g 0 0 0
[Labo13 [ 3 ][ 145 [ 142 ][ 9 Jo2[r4][49][20]>6][] 57 ][ 55 [ 9 Jo-2][3.6][10.8][20 ]4.6]
[Labol4 [ 3 ][ 144 ] 149 ][ 10 Jo.3[2.0][ 75 ][20]>6][] 5.8 ][ 5.8 ] 10 Jp.3][5.2][10.3][20]3.8]
Lab016 3 147 | 110 [ 5 J4843.¢iz.4[20 |Fo.q[] 5.6 9.4 [ 5 Jas|srar70.0]20]-0.9
Lab044 3 144 | 153 ][ 10 Jo4[2.6][11.5][20][5.3][] 5.8 5.8 | 10 Jo-2|[3.4][ 6.9 ][20]5.9
[Toml [ - | - [ 142 J[34 22ss[ - [ -] - [ 62 [ 34 pap39 - J[- ] -]

SRZE (Bias)% = { [ | RETWHSH (Mean) - BHEME (Target) | ]/ HEME (Target) } x 100%
#HZRZE (TE, Total Error)% = A7 (Bias)% + 2 x EFHEBEARE (CV)
o (Sigma) = (TEa% - §2z= (Bias)%) / RatERIRR (CV)

[TOP]
RETHETR
REHHAR : B [2016 v|[02 v|[01 v|[Z [2018 v|[08 v|[[31 V|| Change
| I 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| o 0 0 SD|| o 0 0 o
(Code) * (U/gHDb)((U/gHb)|[Mean|> || (%)|| (%) || (%) (U/gHb)||(U/gHb)[Meanl[>||(%) || (%) ||(%)
ode) -~
[Labo13 |[ 3 ][ 145 [ 142 ][ 45 Jo.3[2.1][63][20]>6][][ 5.7 [ 5.5 ] 45 Jjo-2|[3.6][10.8][20 |4.6]
[Labo14 |[ 3 [ 144 | 148 |[ 53 Jo.3]2.0][6.8][20][>6][][ 5.8 ][ 5.7 ] 53 Jo-2|[3.5][ 8.7 ][20]52]
[Labole [ 3 ][ 147 [ 13.6 |[ 38 |3.1]22.853.1][20 ]o.5|[][ 5.6 ][ 6.8 | 38 |j3.0][44.1][109.7][20 J0.0]
Lab044 3 144 | 155 ][ 70 Jo.6]3.9]154[ 20 B2[][ 5.8 | 59 ] 70 Jjo-2|[3.4][ 8.5 |[20]5.4
Total - - 14.7 ][ 206 Jrefto.9 - [ - -1 - 5.9 [206 4Rz - I - 1-
FRZ= (Bias)% = { [ | BeT45{H (Mean) - B1E{E (Target) | ]/ HEHHE (Target) } x 100%
#EER7= (TE, Total Error)% = 527 (Bias)% + 2 x R B EAAE (CV)
o (Sigma) = (TEa% - 5R7E (Bias)%) / BRETHEE/AEL (CV)
[TOP]

| Reagent Kit ||Reagent Code|

[[lnnovation 13 |




ZrRBRE A GOoPD ¥ Bl NWEmEREHER (HBFR2)

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

#Ef% Reagent Kit : |3 - Innovation V| Change |

Control N B #tzt8 5t #ist
Z EhEe
Control N (Lot No.: AE0909N)
Month (2018/08) Il CUM (2016/02/01~2018/08/31)
Reagent ] ] ]
. " Kit Target | Mean ||n for CV| TE ||TEa Target | Mean | n for CV|| TE |TEa
UnitID = (U/gkb)|(U/gHb)Mean|> 2l @)l %) [[0)]| © || [(U/ertb)llU/atib)[Mean|> 2l %6) || o) ||@e)l| ©
(Code) t g g 0 o 0 g g 0 (o 0
[ Lab013 [ 3 | 145 [ 142 || 9 02| 1.4] 49 |[20|>6]|| 145 || 142 | 45 |0.3][2.1][6.3] 20]>6
Lab014 3 144 | 149 ][ 10 Jo3[2.0][ 7.5 J[20][>6][] 144 ][ 14.8 ] 53 Jo.3][2.0][6.8][20]>6]
Lab016 3 147 | 110 || 5 |4.8/43.6]112.4] 20 |-0.1)|| 147 || 13.6 | 38 |3.1]22.8|[53.1] 20 |[0.5
[Lab042 | 3 |[ 144 | 153 ][ 10 Jo4[26][115][20][53][ 144 | 155 | 70 |.|39||154||20 B2
[ Towl [ - [ - [ 142 34 1p2nss[ - - - - 1 147 J206][r.elrod - [ - [-]

PE (Bias)% = { [ | BEH P (Mean) - BAZ{E (Target) | 1/ HAZ{E (Target) } x 100%
4EzR7 (TE, Total Error)% = iRz (Bias)% + 2 x BB (48 (CV)
o (Sigma) = (TEa% - F2Z= (Bias)%) / RETEERMAEL (CV)

At - REHHAR (CUM) : A [2016 v][02 v][01 V] % [2018 v][08 V] [31 V][ Change |

[TOP]
Control D A #tstEd Zat4fiat
Z iR
| I [ Control D (Lot No.: AE0909D) |
| | | Month (2018/08) Il CUM (2016/02/01~2018/08/31) |
Reagent
) : Target || Mean ||n for CV|| TE |[TEaq] Target | Mean |[n for CV| TE ||TEaq
UnitiD £ || Kit SD G SD o
Code) & (U/gHb)||(U/gHb)|[Mean|> | (%)|| (%) ||(%) (U/gHDb)||(U/gHb)|[Mean||” || (%) || (%) |[(%)
0odae) ~

[Lab03 [ 3 | 57 ][ 55 ][ 9 Jp-2|[3.6][10.8][20][4.6][][ 5.7 | 5.5 ][ 45 Jo.2][3.6][10.8][20]4.6]

[Laboi4 [ 3 | 58 | 58 ][ 10 Jo3][5:2][10.3][20][3.8][] 5.8 | 5.7 ][ 53 Jjo-2][3.5][ 8.7 ][20]}5.2]
[Labol6 [ 3 | 56 | 94 ][ 5 Jpssri]fi70.0]20]Fo9][][ 5.6 | 6.8 | 38 |-|44 1][109.7][ 20 ]0.0]
Lab044 || 3 5.8 | 5.8 ][ 10 Jo-2|[3.4][ 6.9 ][20 59ﬂ 58 | 59 ][70 8.5 [20][5.4]
Total - 62 [ 34 21|39 - - 5.9 [206 23.7 - -]
$3E (Bias)% = { [ | 5 \nﬁuf:]{a (Mean) - Ff8H{E (Target) |1/ aff;ﬁda (Target) } x 100%

ga=a == (TE, Total Error)% = 5872 (Bias)% + 2 x BT EE/AH (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt ERIAE (CV)

P&t : REHRT (CUM) : 5 [2016 v][02 v|[01 V] Z [2018 v][08 V][31 V][ Change |

[TOP]

Reagent Kit Reagent Code

Innovation 3
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