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#E4% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
SIEE
. [@BR%(r:Lab009 |
\ ] Control N ‘ Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CUM Month CUM
PRIE (2018/05) |  (2017/10/01~2018/05/31) | (2018/05) | (2017/10/01~2018/05/31)
| ZEHEEH () 4| 26 [ 4 | 26
| EP49{E (Mean)UigHb [ 159 | 13.9 | 60 | 5.7
\ FiHE 2 (SD) 02 | 1.0 [ 03 | 0.2
| BERMBEEH(CV)% 13 7.2 | 50 | 3.5
| EfEfE (Target)UigHb | 144 | 14.4 | 58 | 5.8
| 4872 (TE) % . 129 | 17.9 | 134 | 8.7
| AHrsEsE (TEa% [ 20| 20 20 | 20
| o E 2.3 | 33 | 5.2
FR7E (Bias)% = { [ | HE-F4(E (Mean) - FIfE{H (Target)| ]/ E{2{H (Target) } x 100%
Harz2 (TE, Total Error)% = 3272 (Bias)% + 2 x RETEEE{AH (CV)
o (Sigma) = (TEa% - 3%7% (Bias)%) / R85 HE (CV)
H&tElr © 2018 05 Change ; ZE(HARI (CUM): [ 2017 10 01 & 2018 05 31 Change
[TOP]
Control N SDI 431l
Lot No.: AEO909N ; faEilifE] : 2017-10-01 Z 2018-05-31 ; HL{H (Target) : 14.4 ; &:Fflists= (SD): 0.4 7 : Lab009
Lab009 R .
+3 5.0, *
+2 5.0,
+1 5.0,
Target L
L] *
-1 5.0, * . °
=2 5.0, o . * . . o
-3 5.0, o B o . o
L] » L
L]
Date 10-06 10-13 10-20 10-27 12-01 12-08 12-15 12-22 12-29 01-05 01-12 01-19 01-26 02-02 02-09 02-14 02-23 03-02 03-09 03-16 03-23 03-30 05-04 05-11 05-16 05-25
B4t © 2018 05 Change ; ZEHHARI (CUM): | 2017 10 01 % 2018 05 31 Change
TOP
Control D SDI 7 {fi[=]
Lot No.: AE0909D ; #&E#HAf : 2017-10-01 % 2018-05-31 ; FfZ(H (Target) : 5.8 ; 2% fE#3= (SD) : 0.2 Hifiz - Lab009
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Control N 7 Control D SDI
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Lot No.: AEO909N ; imEgHART : 2017-10-01 £ 2018-05-31 ; HiZ(H (Target) : 14.4 ; 2 {T#E2= (SD): 0.4 (o)

Lot No.: AE0909D ; faEilifE : 2017-10-01 Z 2018-05-31 ; HZ{H (Target) : 5.8 ; &:#{@k3% (SD): 0.2 (o) I : Lab009
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H4ist: 2018 05 Change ; ZEFHARI (CUM): H 2017 10 01 % 2018 05 31 Change

TOP




ZheBREEAr GOPD E Bl WElan BERETEER (BR—)

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

#%EJ% Reagent Kit : |4 - Lanner v| Change |

R&atR

st F10) + (2078 ][05 v chenee |

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

| ‘ Control D (Lot No.: AE0909D)
Reagent
. " Kit Target | Mean | n for SD CV|| TE |TEa
UnitID & (U/gHb)||(U/gHb)[Mean|>~||(%)[| (%) [ (%)

Target || Mean ||n for SD CV|| TE ||TEaq]
(U/gHb)||(U/gHb)|[Mean (%)[[(%)[[(%)

Code) £
M( 4) 160 | 158 | 5 Jo3J[1o][5.0]20]>6][ 62 | 62 ] 5 Jo.3|[4.8][9.7][20]42]
[Labo0o || 4 ][ 144 | 159 | 4 |.|13||129|| 20]>6]f][ 58 ][ 60 | 4 |.|50||134|| 20 |.
(Lot |4 144 | 145 | 4 Jor[as|ros[20]mo[ 55 | 58 ] 4 Jo1jr7]34][20]>q
[Labo2o || 4 | 144 ][ 144 [ 5 Jp.gffo.7][14]20]p6]f 58 | 5.8 | 5 Jo.1[1.7][3.4][20]>6]
[ Tol J[ - | - J[ 152 [ a8 fpgs3 - - J-J0L - | 59 [ 18 Jo23.4] - - [-]

383 (Bias)% = { [ | B& i
4EER= (TE, Total Error)% = g272= (Bias)% + 2 x B ERAE (CV)
o (Sigma) = (TEa% - 587 (Bias)%) / RETEEE(AEL (CV)

[TOP]
RETHETR
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
UnitID L) Kit SD o 0 0 o () () () c
Code) ! (U/gHb)(|(U/gHb)[Mean|[>~[|(%)|| (%) | (%) (U/gHb)||(U/gHb)|Mean|>2{(%) %) || (%)
odae) =
Lab006 ][ 4 160 |[ 159 ] 10 Jpo.3][1.9][4.4] 20 >6: 62 | 62 10 @32 6.5 20>_6
Lab009 4 144 |[ 159 | 4 Jo.2|[1.3]12.9] 20 |[>6][]| 5.8 6.0 0.3][5.0][13.4][ 20
[Laboll || 4 | 144 || 145 | 4 |.|48||103||20|.D| 58 | 58 || 4 |.|17||34||20|.
[Lab029 || 4 ][ 144 | 146 | 32 Jo2[r4][4.1]20]>6]][ 5.8 ][ 5.7 ][ 32 Jo.1][1.8][52][20]>6]
[ Toral | - | - ][ 149 [ 50 Jor47] - T - J[-JIL - ][ 59 1[50 Jo2I3.4] - ][ - J[-]

SRz (Bias)% = { [ | BEHPH9ME (Mean) - HAE{E (Target) | 1/ BFZE (Target) } x 100%
&R (TE, Total Error)% = R7Z (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - 587 (Bias)%) / RETEEE(AEL (CV)
[TOP]
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#EJE LotNo : |[AE0909N (2016-01-01 ~ 2100-12-31) | Change |

#BEE Reagent Kit : |4 - Lanner v| Change |
Control N H&taTEa B4Rt
Ztbme=
| | I Control N (Lot No.: AEQ909N) |
| I I Month (2018/05) I CUM (2016/02/01~2018/05/31) |
) " Reagent Kit| Target || Mean ||n for D CV|| TE ||TEa Target || Mean ||n for SD CV/|| TE ||TEa
UnitD = ey + {lUrerb)|(U/gHb)Mean|>2les)]| %) @) © | [[U/ehb)(UrgHb)Mean|>Pl)| @) | )| ©

HE

[Laboos |[ 4 ][ 160 ][ 158 ][ 5 Jo3|[t9][5.0][20]>6][][ 16.0 ][ 15.9 ][ 10 Jo.3][1.9][4.4][20

[>6]

[Labooo [ 4 [ 144 | 159 ][ 4 Jo2[1.3]i29[20]>6[][ 144 ][ 159 ][ 4 Jo.2|[1.3][12.9 20
Lab011 4 144 [ 145 ][ 4 Jo.7][4.8]10.3)[20 [of][ 14.4 [ 145 [ 4 Jo.7][4.8][10.3][ 20 |[4.0]
Lab029 4 144 ][ 144 | 5 Jo.1[o.7 14 20 >6 144 || 14.6 || 32 [0.2][1.4 41 20 [>6)
[ Towl [ - ][ - J 152 J[ 18 Jog|[5.3][ - - 0L ] 149 |50 Joa.7]- J[- -]

S35 (Bias)% = { [ | BEHFHE (Mean) - HEHE (Target) | ] / afﬁ;{a (Target) } x 100%
4Bz57= (TE, Total Error)% = g2 (Bias)% + 2 x BB EMAE (CV)
o (Sigma) = (TEa% - 322= (Bias)%) / Bt R4E (CV)

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

[TOP]
Control D A #tstEd Bat4iat
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|>[(%)]| (%) (%)
[Labooe [ 4 ][ 62 ][ 62 ][ 5 Jo3|48][9.7][20e2]][ 62 ][ 62 ][ 10 Jo2|[3.2][6.5][20][>¢]
[Labooo || 4 ][ 58 ][ 6.0 ][ 4 Jo3|5.0]13.4[20]33]][ 5.8 ][ 6.0 | 4 Jo3|[5.0][13.4][20]3.3]
Lab011 4 5.8 58 || 4 lo.1)1.7][3.4][20 |[>6]| 5.8 58 || 4 [o.1][1.73.4] 20
Lab029 4 58 ][ 58 o.1][1.7 34 20 >6 5.8 ] 5.7 [ 32 Jo.1][1.8][5.2] 20
[ Total || - J[ - J[ 59 J[18 |I|34|| L - 59 50 Jo2yz4l - - 1[-]

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|
|Lanner ||4 |
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