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#E4% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
FIENE S
. [BRT(r:Lab013 |
\ ] Control N ‘ Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CuM Month CUM
HE (2018/05) |  (2017/09/15~2018/05/31) | (2018/05) | (2017/09/15~2018/05/31)
\ B (N) 8 | 26 8 26
| EPH9{E (Mean)UigHb [ 141 | 14.2 | 54 | 5.5
\ FiHE 2 (SD) 03| 0.3 [ 01 | 0.1
\ FEHEFUAEL (CV) % Co21 | 2.1 19| 1.8
| EfEff (Target)UigHb | 145 | 14.5 | 57 | 5.7
| 4z (TE) % 70 | 6.3 | 90 | 7.1
| AHrsEsE (TEa% [ 20| 20 20 | 20
| o E >6 R >6
7% (Bias)% = { [ | Z57H4{E (Mean) - FE{H (Target)| ]/ HE(H (Target) } x 100%
Hazrs2 (TE, Total Error)% = 3572 (Bias)% + 2 x RtE 548 (CV)
o (Sigma) = (TEa% - 323 (Bias)%) / B #F (48 (CV)
H&tElr © 2018 05 Change ; ZE(HARI (CUM): [ 2017 09 15 & 2018 05 31 Change
[TOP]
Control N SDI 431l
Lot No.: AEO909N ; faEgilifE] © 2017-09-15 % 2018-05-31 ; HZ{H (Target) : 14.5 ; &:F st (SD) : 0.40 iz : Lab013
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B4t © 2018 05 Change ; ZEHHARI (CUM): | 2017 09 15 % 2018 05 31 Change
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Lot No.: AE0909D ; #EgHHi[E © 2017-09-15 % 2018-05-31 ; HiZ{H (Target) : 5.7 ; & 4@%:3% (SD) : 0.20 i : Lab013
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H&tEr © 2018 05 Change ; ZEHARI (CUM): [H 2017 09 15 & 2018 05 31

Change
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Control N 7 Control D SDI
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Lot No.: AE0909N ; imEgHART : 2017-09-15 & 2018-05-31 ; HIZ(H (Target) : 14.5 ; 2% {T#E2= (SD): 0.40 (o)

Lot No.: AE0909D ; iR © 2017-09-15 % 2018-05-31 ; HZ(H (Target) : 5.7 ; £#f&#3 (SD): 0.20 (o) Hifiz : Lab013
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H4ist: 2018 05 Change ; ZEFHARI (CUM): H 2017 09 15 % 2018 05 31 Change
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ZheBREEAr GOPD E Bl WElan BERETEER (BR—)

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

42 Reagent Kit : [3-Innovation | Change |

EERES
LLE
| | | Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D)

. t Kit
UnitID = (U/gHDb)|(U/gHb)|[Mean| >

Reagent
£ Target | Mean ||n for D CV|| TE ||[TEq Target | Mean ||n for CV| TE |[TEa
(Vo)) (Y0) [|(“0) (U/gHDb)|(U/gHb)Mean| ™ (%0)] (%) [|(©0)

(Code) £
Labo13 [ 3 145 | 141 ][ 8 Jo3|2.4][7.0][20]Fd[[ 57 ][ 54 | 8 Jo.1]1.9][9.0][20
[Labo14 [ 3 ][ 144 | 149 | 8 |-]13||62|| 20|[][ 5.8 [ 5.8 | 8 Jo.3]5.2][10.3][20]33.§]
[Labote [ 3 ][ 150 [ 147 ][ 3 Jo-1fo.7][3.4][20]>e|][ 54 | 5.6 | 3 Jo-2]3-6][0.8]20]4.3]
[Labo44 || 3 ][ 144 | 154 [ 9 Jo3|[ro]ro.8[20]>6|[][ 5.8 [ 5.8 [ 9 J0-2]3.4][6.9][20][5.9]

| Total || L - [ t48 J[28 Jogl4t][ - - J[-JJL_- [ 57 ] 28 Jo2o3.s][ - J[- |[-]
72 (Bias)% = { [ | B3 =
gE=ms= (TE, Total Error)% = $27= (Bias)% + 2 x BT EEAE (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / RETEEE(AEL (CV)

[TOP]
ZETHETR
FEHHAR © & [2016 v][02 v|[01 V| F [2018 V][05 v|[31 V|| Change |
| I | Control N (Lot No.: AE0909N) i Control D (Lot No.: AE0909D) |
Reagent ] I ]
. : Target | Mean | n for CV/| TE |TEa Target || Mean nfor CV TE ||TE4
UnitD | B bl uretby|Mean 2 @) @) [ @) © ||| rerby|uetivym %)) °
(Code)!.( gHb)|(U/gHb)[Mean| ™ |(%0)|| (Y0) | (70) (U/gHDb)|(U/gHb) can[|> (o)(o)(o)
Lab013 ][ 3 145 | 142 ] 27 Jp3][2-1][6.3] 20 >6: 57 | 55 [ 27 @36108 20 Jj4.¢]
Lab014 3 144 |[ 147 | 25 J.3|[2.0][62]20]>6]f]] 5.8 57 ][ 25 Jo-2][3.5][8.7][20][5.2
[Lab0l6 [ 3 || 150 ][ 149 | 27 Jo3|2.0][4.7]20 |>6] |.[|| 54 | 56 | 27 |.|54||144|| 20 3.0
[Labo44 | 3 ][ 144 | 156 | 43 Jo. 745|173 20 |ee]][ 5.8 ][ 5.9 ][ 43 Jo.3|[5.1]r.9[20]3.¢]
[Toal |- - J 50 o foaaa) - L JJIL_- 57 Joz joasal - -]
HR7E (Bias)% = { [ | BEHFHE (Mean) - HE{E (Target) | 1/ BE{E (Target) } x 100%
#8ER7 (TE, Total Error)% = Rz (Bias)% + 2 x Rt FR{AH (CV)
o (Sigma) = (TEa% - g8z= (Bias)%) / RaHEREMAE (CV)
[TOP]
| Reagent Kit IReagent Code|

|Innovation ||3 |




ZrRBRE A GOoPD ¥ Bl NWEmEREHER (HBFR2)

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

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

Control N B #t5t83 Eat#ist
Z LhEeR

| || || Control N (Lot No.: AE0909N) |
| I I Month (2018/05) Wi CUM (2016/02/01~2018/05/31) |

4 |[Reagent Kit|l Target | Mean ||n for SD CV|| TE ||TEq Target || Mean ||n for SD CV|| TE ||TEaj
UnitlD =11 codey £ [[(U/gHb)|[(U/gHb)|[Mean| > |(%)(| %) || 0| © | |[(U/gHb)|[(U/gHb)|[Mean] > || %6){| (%) || 20| ©
[Laboi3 [ 3 [ 145 | 141 ][ 8 Jo.3]2.1][7.0][20]6[][ 14.5 [ 142 ][ 27 Jj0.3][2.1][6.3][ 20][>6]
[Laboi4 |[ 3 ][ 144 ][ 149 ][ 8 Jo.2[13][e2][20]6]][ 14.4 [ 147 ][ 25 Jjo.3][2.0][6.2][20][>6]
Lab016 3 150 | 147 [ 3 Jo.aJo.7][3.4][20]>6[[][ 15.0 [ 149 ][ 27 ]o.3][2.0][4.7][20][>6]
Lab044 3 144 ][ 154 ][ 9 Jo3]ro]0.8[20]|>6]][ 144 ][ 15.6 [ 43 ][0.7][4.5 173 20 2.6
[ Toal J[ - - 148 J[28 Jo.e[4.][ - J[ - J[-JI[_ - [ 15.0 J[122]oA[4.7][ - - J[-]

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

Rt - REHAR (CUM) : B [2016 v][02 v][01 v] % [2018 V][0 V][31 V]| Change |

[TOP]
Control D H#taTEL Bttt
Z b

| I I Control D (Lot No.: AE0909D) |
| I I Month (2018/05) I CUM (2016/02/01~2018/05/31) |

) + Reagent Kitl| Target || Mean ||n for D CV|| TE |[TEa Target || Mean |[n for D CV|| TE |[TEa
UnitID = code) *[|(U/gHb)|[(U/gHb) Mean([> (6| (%) |[(%0)]|| © [ [[(U/gHb)|[(U/gHb)Mean|>[(%)]| (%) (%)
[Laboi3 [ 3 ][ 57 [ 54 ][ 8 Joaro][o.0]20]>6][][ 5.7 [ 5.5 [ 27 Jo2[3.6][10.8[ 20][4.6]
[Labol4 [ 3 ][ 58 ][ 5.8 ][ 8 Jo3|[52]to3][20|B.8[[][ 5.8 ][ 5.7 ][ 25 Jo2|[3.5][8.7][20]5.2]
Lab016 3 5.4 56 | 3 3.6//10.8[ 20 ||4.5] || 5.4 56 || 27 [0.3|[5.4/14.4]| 20
Lab044 3 5.8 58 |[ 9 Jo.2|[3.4 69 20 59 5.8 59 || 43 [0.3][5.1/11.9|| 20
[ Total || - J| - J[ 57 J[28 |I|35|| O - s J22 s3]l - - (-]

2 (Bias)% = { [ | &+ FE (Mean) - HIE{E (Targey) | ]/ Etﬁ;ﬁ (Target) } x 100%
HEERZ= (TE, Total Error)% = 3228 (Bias)% + 2 x RETEER(AE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / BT EEEAE (CV)

A&t - BEHHAR (CUM) @ 5 [2016 v[02 v|[01 ] % [2018 v][05 V][31 V]| Change |

[TOP]

| Reagent Kit |[Reagent Code|

|Innovation ”3 |
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