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BEFE LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
S
FxEREEA1r - Lab004
Control N Control D
QC Control Lot No. AE0909N AE0909D
o Month CuM Month Ccum
IR (2019/02) |  (2018/08/22~2019/02/28) | (2019/02) |  (2018/08/22~2019/02/28)
ZELE (N) 3 26 3 26
ZEHEHE1E (Mean) U/gHb 14.3 14.6 5.8 5.7
B HEAESE (SD) 0.3 0.3 0.4 0.2
B FAE (CV) % 2.1 2.1 6.9 35
H#{g (Target) U/gHb 14.4 14.4 5.8 5.8
gazase (TE) % 49 55 13.8 8.7
AT (TEa) % 20 20 20 20
o >6 >6 2.9 5.2
7% (Bias)% = { [ | Z5-FH4{E (Mean) - FfE{H (Target)| ]/ H#%{E (Target) } x 100%
HuzR7E (TE, Total Error)% = 3272 (Bias)% + 2 x BEIEEA8 (CV)
o (Sigma) = (TEa% - ##7= (Bias)%) / BaTE 5 5% (CV)
H%Ef 0 2019 02 Change ; ZEEHHART (CUM): [H 2018 08 22 % 2019 02 28 Change
[TOP]
Control N SDI 737 [&|
Lot No.: AEO90ON ; & E&li[E] © 2018-08-22 % 2019-02-28 ; HAL{H (Target) : 14.4 ; &3 {Zst52 (SD) : 0.40 SRz : Lab004
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F4st 0 2019 02 Change ;  ZEEHHART (CUM): 5 2018 08 22 % 2019 02 28 Change
TOP
Control D SDI 7 i [&
Lot No.: AE0909D ; #EilifE] : 2018-08-22 Z 2019-02-28 ; H%{H (Target) : 5.8 ; Sx¥#fm4E3% (SD) : 0.25 I : Lab004
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Lot No.: AEO909N ; i:EgHART : 2018-08-22 % 2019-02-28 ; HiZ{H (Target) : 14.4 ; & {H#E2= (SD) : 0.40
Lot No.: AE0909D ; %EsHART : 2018-08-22 % 2019-02-28 ; HiZ{H (Target) : 5.8 ; && 45 (SD) : 0.25
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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 |

R&atR

st A1ty : (2070 ] [02 v chenee |

| | | Control N (Lot No.: AE0909N)

Reagent
. t Kit Target | Mean | n for D CV/| TE | TEa
b (U/gHDb)||(U/gHb)[Mean||>~||(%)||(%) || (%)

‘ Control D (Lot No.: AE0909D)

[ |

N Target || Mean ||n for CV TE TEa|E|
(U/gHb)||(U/gHb)|[Mean (%)[[(%)[[(%)

[

[

[

(Code) *
Lab0o4 |[ 3 144 | 143 | 3 Jp3l[2.1][49] 206 5.8 | 58 ][ 3 Jo.4]6.9][13.8] 2029
[Lab013 [ 3 ][ 145 | 144 | 6 |.|28||62|| 20|>6][][ 57 ][ 55 | 6 |.|18||71||20|.
[Labol4 || 3 || 144 | 148 | 7 |.|34||95|| 20 51 58 ][ 56 | 7 |.|54||142|| 20[3.1]
[Labote || 3 | 147 J[ 143 | 1 J[-][- [ - J2o][- ][ 56 ] 56 || U -0 - Jf20][-]
[Labo44 |[ 3 |[ 144 || 152 ] 7 ||4.6||14.8|| 20 BAJ[J[ 5.8 ][ 5.8 7 |.|34||69|| 20][5.9
[ Tol [ - [ - ][ 147 [ 24 Jogl41] - |- J[-JI[ - [ 57 || 24 Jo3s.3][ - [ - J[-]

383 (Bias)% = { [ | B& i
gE=ms= (TE, Total Error)% = $22= (Bias)% + 2 x BT EEAE (CV)
o (Sigma) = (TEa% - 587= (Bias)%) / RETEEFE(AEL (CV)

[TOP]

RETfETR

B 1 5 [2016 v|[02 v][01 v| % [2019 v|[02 v][28 ][ Change |

| | | Control N (Lot No.: AE0909N) i Control D (Lot No.: AE0909D)

R t
et Target | Mean ||n for CV| TE |TEa Target || Mean ||n for SD CV|| TE |[TEq)
(U/gHDb)|((U/gHb)||Mean (%)]|(%)|[(%)

. L} Kit
UnitD 2 dl) . lcurgrbyjurgtb)Mean]>P ) | %) %%)
0odae) -

H
\S)

Lab004 144 | 144 | 12 Jo3]2.1][42]20]>6]][ 5.8 ][ 5.7 ][ 12 Jo.2|[3.5]8.7][20

[ Labo13 || [ 145 ][ 142 [ 86 Jo32.1][6.3]20]>6][[ 5.7 ][ 5.5 ][ 86 |.|36||108||20 |.

3
3

[Labo14 [ 3 ][ 144 | 148 ][ 94 Jo.3[2.0][6.8]20]>6][][ 5.8 ][ 5.7 ][ 94 Jo-2|[3-5][8.7][20][5-2]
3
3

[ Lab016 || [ 147 ][ 14.0 ][ 58 J2.6]18.¢41.9[ 20 Jpo8|[ 5.6 ][ 6.4 ][ 58 J-3]39.1][92.4][20]o.1]
[ Lab044 || [ 144 ][ 153 J[119]o.6]3.9]14.1] 20 |B.5][J[ 5.8 | 5.8 [ 119]p.2][3.4][6.9][20][5.9]
[ Tow J[ - [ - [ 147 J[369]fr2fsa]l - | - J[-JIL - I 58 J[369 otz - J[ - ][-]

SR7E (Bias)% = { [ | B2 i 0%
4ER3E (TE, Total Error)% = $2% (Bias)% + 2 * BEMBEHE (CV)
o (Sigma) = (TEa% - 272 (Bias)%) / RETER/ARL (CV)
[TOP]
| Reagent Kit ||Reagent C0de|
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ZrREE AL GOoPD E Efele NEmMESETER (H8R2)

3EHE LotNo : [AE0O909N (2016-01-01 ~ 2100-12-31) V| Change |

1B Reagent Kit : [3-Innovation V| Change |

Control N H&EaTEL RETH4ETZ
B
| I | Control N (Lot No.: AE0909N) |
| I | Month (2019/02) I CUM (2016/02/01~2019/02/28) |
UnitlD * Reagent Kit|| Target || Mean ||n for spl[CV|| TE [TEa|| ||| Target | Mean |n for CV| TE | TEaf
“ || (Code) * ||(U/gHb)||(U/gHb)|Mean|” " [I(%)]| (%) || (%) (U/gHb)||(U/gHb)|[Mean|[ || (%) |[ (%) {|(%)
Lab004 3 144 |[ 143 | 3 Jo3|2.1][4.9][20]>6]| 144 | 144 ] 12 2.1[42][20 [>6
Lab013 3 145 ][ 144 ][ 6 Jo4|2.8][6.2][20]>6]][ 14.5 ] 142 ][ 86 Jo.3][2.1][6.3][20]>6
[Laboi4 [ 3 ] 144 | 148 ][ 7 Jo.5][3.4][9.5][20 |5.1][][ 144 ] 14.8 ][ 94 Jpo.3][2.0][6.8][20 ]>6]
[Laboto [ 3 147 J[ 43 ]t [ -10- =20 JI[ 147 ] 14.0 ][ 58 ]2.6][18.6][41.9][20 Jo.§]
Lab044 3 144 | 152 ][ 7 Jo.7|[4.6][14.8][ 20 |B.1][][ 144 | 153 ][ 119 3.9][14.1][ 20 [3.5
Total - 147 || 24 Jo.6l[4.1] - - 14.7 || 369 g2] - |l - |-

32 (Bias)% = { [ | B&HP9ME (Mean) - BFE{H (Target) | 1/ EHE{E (Target) } x 100%
4E=32= (TE, Total Error)% = 527 (Bias)% + 2 x B R(48 (CV)
o (Sigma) = (TEa% - §&Z= (Bias)%) / RETERIAGE (CV)

B4zt (2019 v||02 V|| Change | BEHHAR (CUM) : B (2016 v|[02 v|[01 v|Z [2019 v|[02 v|[28 v|| Change

[TOP]
Control D H#tsTEE RET4fETZ
ik
| I | Control D (Lot No.: AE0909D) |
| I | Month (2019/02) I CUM (2016/02/01~2019/02/28) |
UnitiD Reagent Kit|| Target || Mean ||n for splCV|| TE |[TEa)l || Target | Mean n for CV | TE|TEa| _
“ || (Code) t ||(U/gHb)||[(U/gHb)|Mean|” " [I(%)]| (%) || (%) (U/gHb)||(U/gHb)|[Mean|[” || (%) |[ (%) ||(%)
[Laboo4 [ 3 ] 58 ][ 58 ][ 3 Jo4[e.o]i3.8[20 o] 58 | 57 ][ 12 Jo-2][3.5][8.7][20]5.9]
| Lab013 || 3 [ 57 [ 55 ][ 6 Joa[i8][7.i][20][>6][][ 5.7 1 5.5 ][ 86 ]-2][3.6][10.8][ 20 ]4.6
[Laboi4 [ 3 ] 58 | 56 ][ 7 Jo3|[5.4]142[20 B[] 5.8 | 57 [ 94 Jo2|[3.5][8.7][20]52]
[Laboto [ 3 | s6 J[ 56 [t [-J[-] - J20)[-JI[ 5.6 | 64 ][ 58 |R.5|39.1][92.4][20 Jo.1]
Lab044 3 5.8 5.8 7 l0.2][3.4][6.9][20][5.9]][ 5.8 58 |[119 3.4|[6.9][20]5.9
Total - 57 | 24 Jo.3][53] - - 58 |1369 |[1oli72] - || - | -

22 (Bias)% = { [ | B&HP9ME (Mean) - BFE{H (Target) | 1/ EHE{E (Target) } x 100%
4E=32 (TE, Total Error)% = 5272 (Bias)% + 2 x B R(48 (CV)
o (Sigma) = (TEa% - grZ= (Bias)%) / REHERIAE (CV)

B4zt (2019 v||02 V|| Change | BEETHAR (CUM) : B (2016 v|[02 v|[01 v| Z [2019 v|[02 v|[28 v|| Change
[TOP]

| Reagent Kit |Reagent Code]
Innovation 3 |
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