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FUENE

HEJE LotNo © | AH1220N (2019-01-28 ~ 2100-12-31) v | Change |
| HEREE(L : Lab013 |
| | Control N Control D
| QC Control Lot No. | AHI1220N AH1220D
HRBAHR ‘ Month CUM Month ‘ CUM
(2021/05) (2021/02/27~2021/05/31) (2021/05) (2021/02/27~2021/05/31)

| ZFEE (N) | 8 26 8 | 26
| ZETH9E Mean)U/gHb | 158 15.8 s 5.1
| AR (SD) [ 03 0.3 02 | 0.2
| ZEFEEAH (CV) % [ 19 1.9 39 3.9
| H {1 (Target) U/gHb | 158 15.8 52| 52
| 4EE3E (TE) % [ 38 3.8 98 | 9.8
| AR (TEa) % [ 20 20 20 | 20
| o [ >6 >6 46 | 46

S35 (Bias)% = { [ | BEFEE (Mean) - HFZ{E (Target)

4HER7% (TE, Total Error)% = 5275 (Bias)% + 2 x BUE{58 B 4# (CV)
o (Sigma) = (TEa% - 3#7E (Bias)%) / Rt RAE (CV)

1/ EIfE{H (Target) } x 100%

Bzt : (2021 v |05 v [Change| ; ZxHHART(CUM): (2021 v (02 v|(27 v % 2021 v|[05 v|[31 v|[change]

[TOP]
Control N k7 Control D SDI
pa il
Lot No.: AHI220N ; f&EgHAR] © 2021-02-27 2 2021-05-31 ; HAZ{H (Target) : 15.8 ; & 5{EA4E5= (SD): 0.40 (o)
Lot No.: AH1220D ; fgBRHART @ 2021-02-27 Z 2021-05-31 ; FAZ(H (Target) : 5.2 ; & fEAEE (SD) : 020 (o) FAAir : Lab013
Lab013
+3 S.D.
+2 S,.D.
+1 S,.D, =) L 2 L 2 L 2 =)
M [ ] [ ] a =] o L ﬂ
Target L J =t = TS g g TS TS g - - -
o ® o o o °* ¢ ° o o
-1 5.D. 8 & e =
o [ ] o L J
-2 S,.D.
-3 S.D.
Date 02-27 03-03 03-06 03-10 03-13 03-17 03-20 03-24 03-27 03-31 04-03 04-07 04-10 04-14 04-17 04-21 04-24 04-28 05-05 05-08 05-12 05-15 05-19 05-21 05-25 05-28
Bzt (2021 v|05 v [Change| ; ZxHHART(CUM): (2021 v (02 v|(27 v % 2021 v|[05 v|[31 v|[change]
[TOP]

Lab013
+3 5.0,

+2 5.0,
+1 5.0,
Target
-1 S.D.
-2 S.D.

-3 S.D.

Control N SDI 434fi |
Lot No.: AHI220N ; FERHART © 2021-02-27 ZE 2021-05-31 ; EfE{H (Target) : 15.8 ; 5253432 (SD) : 0.40 FEAir : Lab013
< ., g .« ° - * . .
* . -~ . . .
L ] L J [ ] L ]
* [ ]
L ] L
02-27 03-03 03-06 03-10 03-13 03-17 03-20 03-24 03-27 03-31 04-03 04-07 04-10 04-14 04-17 04-21 04-24 04-28 05-05 05-08 05-12 05-15 05-19 05-21 05-25 05-28

Date

A%t (2021 v (05 v |[Change| ; ZEHHART (CUM) : [[2021 v (02 v |27 v| % (2021 v |[05 v (31 v |Change

[TOP]



Control D SDI 53ffi[E |

Lot No.: AH1220D ; f#ERHAR © 2021-02-27 Z 2021-05-31 ; EAE{H (Target) : 5.2 ; S22 40452 (SD) : 0.20 SEAir : Lab013

Lab013
+3 S.D.

+2 5.D.

+1 S.D. 8 =) =)

Target =) =) =) =) =3 &

-1 S.D. 1=} =] =)

-2 S.D.

-3 S.D.

Date 02-27 03-03 03-06 03-10 03-13 03-17 03-20 03-24 03-27 03-31 04-03 04-07 04-10 04-14 04-17 04-21 04-24 04-28 05-05 05-08 05-12 05-15 05-19 05-21 05-25 05-28

Bzt © (2021 v |05 v [Change| ; ZxHHART(CUM): (2021 v (02 v|(27 v % 2021 v|[05 v|[31 v|[change]

[TOP]




HimbRERQr GOPD E el NE i EaTaE R (HFE—)
4% LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) v | Change |
#5E4% Reagent Kit : [3 - Innovation v ][ Change}
- A%EtE |
st A5+ (2021 v |05 v | Change |
| | | Control N (Lot No.: AH1220N) [ Control D (Lot No.: AH1220D)

) ' Reagent Kit| Target | Mean nfor TE |TEa Target | Mean |n for SD TE |TEa
UnitD = odey £ [(U/gHb) (U/gHb) Mean > % ) (%) (%) (U/gHb) |(U/gHb) [Mean % ) (%) (%)
[Labo13 [ 3 [ 158 [ 158 | 8 ]7\19\38‘20 FH 52 [ 51 8 ]7‘39‘98\20’76
[Labol4 [ 3 [ 166 [ 162 [ 8 [03[1.9]61[20>6[] 54 [ 55 | 8 J0.2[3.6[9.1[20]5.0
[Lab029 [ 3 [ 166 | 166 [ 4 [02[12]24[20>6[| 53 [ 56 | 4 [0.3]5.4[164]20 2.7
[Labo44 [ 3 [ 177 [ 164 [ 7 Jo4[24[122[20 53] 56 [ 53 [ 7 Joa[19]9.1]20[>6
| Total | | 162 [ 27 Jo4f2s] - [ - [- ] 53 [ 27 o3[s7) - [ - -
n;ﬁ (Bias)% = { [ | &1 FH91H (Mean) - HEE{H (Target) | 1/ EHE{E (Target) } x 100%
4E=5 2 (TE, Total Error)% = 327 (Bias)% + 2 x Z a8 E4E (CV)

o (Sigma) = (TEa% - 357 (Bias)%) / 23 H R&H (CV)
[TOP]
| EitwatE |
ZEFHART : 5 (2019 v (02 v [0t v|% (2021 v [05 v (31 v [Change |
| | | Control N (Lot No.: AH1220N) [ Control D (Lot No.: AH1220D)

. 4 [Reagent Kit| Target | Mean |n for D CV|TE |TEa Target | Mean |n for SD CV | TE [TEa
UnitD = 10 4ey £ [(U/gHb) |(U/gHb) Mean > (%) | (%) (%) | © | (U/gHb) (U/gHb) Mean | (%) |(%) (%) | ©
[Laboo4 [ 3 [ 171 [ 173 [ 99 [0.4[23[58 20 [>6[| 56 [ 55 |99 [0.2[3.6[9.1 20 5.1
[Labo13 [ 3 [ 158 [ 159 [213 [02[13[3.1 20 [>6[| 52 [ 51 213 [0.6[11.825.5/20 [1.5
[Labol4 [ 3 [ 166 [ 162 [103 [0.8(49[123[20 36| 54 [ 55 103 [0.2[3.6[9.1 20 5.0
[Labole [ 3 [ 153 [ 161 | 78 [02[12[77[20 [>6[| 52 [ 52 | 78 [0.1[1.9[3.8 20 [>6
[Lab029 [ 3 [ 166 [ 167 |12 [03[1.8[42 (20 [>6[| 53 [ 55 | 12 [0.2[3.6[11.0]20 [4.5
[Labo44 [ 3 [ 177 [ 1710 [211 [0.741 11620 [41[] 56 [ 54 211 [0.2[3.7]11.0]20 [4.4
[ Total [ - [ - [ 165 [716 [0.8[48] - [ - -] 53 (76 o475 - - [-
.351% (Bias)% = { [ | £&+FI9(E (Mean) - FHE{HE (Target) | ]/ EHE{H (Target) } x 100%

457 (TE, Total Error)% = 37 (Bias)% + 2 x 82 5{48 (CV)

G(Slgma) (TEa% - &7 (Bias)%) / BT F{AE (CV)
[TOP]

’Reagent Code
3

‘ Reagent Kit

‘Innovation




ZiniR AL GOPD EEinhk W E SR (R )

HEFE LotNo © | AH1220N (2019-01-28 ~ 2100-12-31) v | Change |

7512 Reagent Kit : '3-Innovaton v IChange}

| FlENgER |

Control N H&ratEL Zat4nat 2 th
LI
| | | Control N (Lot No.: AH1220N)
| | | Month (2021/05) [] CUM (2019/02/01~2021/05/31)

. t Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean | n for CV | TE |TEa
UnitlD =1 0 4e) | (U/gHb) | (U/gHb) |Mean S 0e) | @) [%) | © | | Urgtib | (UrgHb) | Mean |°° %) | (%) | ) | ©
| Laboo4 [ 3 Crr - o [ - - 20 -] 171 [ 173 [ 99 [0.4]23]58[20 [>6
| Labo13 | 3 158 [ 158 [ 8 (03193820 [>6|[ 158 | 159 [213 [02[1.3[3.1]20 [>6
| Labol4 [ 3 166 | 162 | 8 (031961 20 [>6|] 166 [ 162 [ 103 [0.8]4.9[123[20 [3.6
| Labole | 3 P13 [ - o[- -2 -] 153 [ 161 [ 78 [02[12[77]20 [>6
| Lab029 | 3 166 | 166 | 4 [02]12]24[20 [>6|| 166 | 167 | 12 [03[1.8[42]20 [>6
| Labo44 | 3 177 [ 164 [ 7 Jo4l24[122]20 [53[[ 177 | 170 [ 211 [0.7]4.1[11.6] 20 [4.1
| Total | - - 162 [ 27 Joal2s| - [ - [-[] - [ 165 [716 [08[48] - [ - [-

7% (Bias)% = { [ | BEHPH4ME (Mean) - FIE{H (Target) | 1/ HAZ{E (Target) } x 100%
4i=go2 (TE, Total Error)% = 272 (Bias)% + 2 x B8 E48 (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / BT F(AE (CV)

Hékzt o (2021 v (05 v [Change|  ZEHHHRT (CUM) : 19 (2019 v (02 v (01 v % (2021 v | 05 v|(31 v||cChange

[TOP]

Control D #5818 5455t F1 ‘

IS

‘ | | Control D (Lot No.: AH1220D)
] | | Month (2021/05) [ CUM (2019/02/01~2021/05/31)

o Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean | n for TEa
UnitlD £ 1 4ey * | (UlgHb) | (U/gHb) |Mean |°° (%) | (%) | (%) | ® | | (U/gHb) | (U/gHb) |Mean |50 %) (% (%)
| Lab004 | 3 Cse |- o [-[-[-T2[-[] 56 | 55 | 9 ]_|36\91\2oﬁ
[ Labol3 | 3 52 [ 51 [ 8 Jo2[39[98 20 [46] 52 | 51 [213 Jo.6[11.8[255] 20 [1.5
| Labol4 | 3 |54 | 55 [ 8 [o2[36[91 20 [50[[ 54 | 55 [103[02[3.6 912050
| Labole | 3 Cos2 [ - o [ -T2 -] 52 [ 52 [ 78 Jo1[19[38[20 [>6
| Lab029 | 3 | 53 | 56 [ 4 [03[s54164]20 [27][ 53 [ 55 [ 12 0236 [11.0]20 [45
| Labo44 | 3 56 | 53 [ 7 Joafrofor20[>6[[ 56 | 54 [211 [02[3.7 [11.0]20 |44
| |

Total | - | - [ s3 [ 27 Josfsa - [ - [ -] - 53 [716 0475 - [ - [-

87 (Bias)% = { [ | &3
4E=RsE (TE, Total Error)% = u;ufE (Blas)% + 2 x FEPE B (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / RE18EAAH (CV)

H#ist (2021 v (05 v | Change,  ZEHART (CUM) : [ (2019 v (02 v (01 v|% 2021 v |[05 v [31 v| cChange

[TOP]

‘ Reagent Kit ‘Reagent Code

‘Innovation ‘3
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