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BEFE LotNo © AAI223N (2012-10-01 ~ 2100-12-31) | Change
FUEN %
. iRBRMHML: Lab030 |
| | Control N | Control D
| QC Control Lot No. ] AA1223N \ AA1223D
BRI Month CUM Month CUM
BaRs (2015/03) | (2013/05/07~2015/03/31) | (2015/03) | (2013/05/07~2015/03/31)

\ 2B (N) I 26 N 26

| Z:PH9(E Mean)UigHb | 141 | 15.0 |46 | 4.6

| ZEHEAE (SD) -] 0.5 I 0.4

| FetEREECVS% [ - | 3.3 I 8.7

| HEEE (Target) UigHb [ 154 | 15.4 43| 43

\ 4aasE (TE) % I 9.3 N 24.4

| WA (TEa)% | 20 | 20 20 | 20

| o [ - 5.3 - 1.5

872 (Bias)% = { [ | B5P#(H (Mean) - HIR{E (Target)| 1/ HAZ{H (Target) } x 100%

4Ezns= (TE, Total Error)% = #5:7% (Bias)% + 2 x R85 HE (48 (CV)

o (Sigma) = (TEa% - 33% (Bias)%) / B3t 445 (CV)

H&ET - 2015 03 Change  ;  REFHAR (CUM) © B 2013 05 07 % 2015 03 31  Change
(TOP]
Control N SDI 43 fi[E
Lot No.: AAT223N ; iERHIfKE : 2013-05-07 % 2015-03-31 ; HEE(H (Target) : 15.4 ; 25447 (SD) : 0.5 B : Lab030
Lab030
+3 5.0,
+2 5.0,
+1 5.0, hd
. L ] . L ]
Target - * s
* * L
-15.0. fo—o —* .
-2 s.n. o °* . * o o * *
L] * .

-3 5.0.
Date 05-07 06-18 07-03 08-19 09-03 09-24 10-01 10-08 10-16 10-22 11-06 11-29 12-24 01-03 01-17 03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17

B%Er 0 015 03 Change  ; ZBEFHART (CUM) : & 2013 05 07 2 2015 03 31  Chanee
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Lot No.: AA1223D ; faBgHART © 2013-05-07 % 2015-03-31 ; HiZ{H (Target) : 4.3 ; & fH#E= (SD) : 0.3

Lab030
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Control D SDI 43 fi[E
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Lot No.: AA1223N ; FERiAR @ 2013-05-07 Z 2015-03-31 ; HZ(H (Target) : 15.4 ; &#fmt=>= (SD): 0.5 (o)

Lot No.: AA1223D ; f@EgHART © 2013-05-07 £ 2015-03-31 ; HiZ{E (Target) : 4.3 ; &#f@#2 (SD): 0.3 (o) Bz : Lab030
Lab030
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RA&ET: 2005 03 Change 5 RETHIRI (CUM) © B 2013 05 07 & 2015 03 31  Change
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ZrRERE L GOPD E Bl NHmERETER (BER—)

#E§% LotNo : [AA1223N (2012-10-01 ~ 2100-12-31) V| Change |

##E$E Reagent Kit © [1- Trinity v| Change |

Ger Al ¢

B&atk

FUENgEZR—

| | I Control N (Lot No.: AA1223N) Wi Control D (Lot No.: AA1223D) |
.4 ||ReagentKit|| Target || Mean | nfor llcv| TE][TEa Target | Mean || n for cv|TE|TEa ]
UnitlD =1 code) * || (U/gHb) || (U/gHb) | Mean Pl onll@all @l [ || Uretb | (U/gkb) || Mean||SP(©) || o) || ©
Lab014 1 154 | 148 |[ 8 ][0.3][2.0][8.0][ 20 [>6[] 43 41 8 0.1][2.4][9.5] 20 |[>6]
Lab030 1 15.4 14.1 U= - 2o ][ - 43 4.6 -0 20 -]
Total ] 147 ][ 9 Jo3]2.0] - [ - - ] 4.1 9 Jo2f[49o] - [ - I[-]
7% (Bias)% = { [ | BEHF 1/ HAZAE (Target) } x 100%
ga=ase (TE, Total Error)% = .391?5 (Blas)%+2 x EEHEEGE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / RaTEEAHE (CV)
[TOP]
RETHETH
ZEHRT - & [2012 v|[10 v][01 V]| % [2015 V| [03 V|[31 V]| Change |
| | | Control N (Lot No.: AA1223N) L] Control D (Lot No.: AA1223D) |
o— Reagent Kit|| Target | Mean | n for splCV|| TE TEa|E| Target | Mean || n for CV||TE | TEa|
“ || (Code) £ ||(U/gHb)||(U/gHb)|[Mean (%) (%) (%) (U/gHb) || (U/gHb)|[Mean||> (| (%) || (%) | (%)
| Labool [ 1 || 154 || 153 ][ 2 |- - 20 - 43 ] 43 -1 J20] -]
| Lab002 || 1 | 146 || 151 | 71 ||0.8||5.3||14.0|| 20350 | 48 [ 71 Jo.3][6.3][16.5] 20 [2.5]
[[Laboo3 | 1 [ 146 | 146 |[255]0.5]3.4][6.8][ 2059 43 [ 43 ][ 255]03][7.0][14.0] 20 J2.9]
| Lab004 || 1 [ 151 [ 151 ][ 50 Jo4]2.6][53][20]>6][] 44 [ 43 ][ 50 Jjo2][4.7][11.6] 20 ]3.8]
[[Laboos || 1 [ 154 | 146 | 56 Jo.7]4.8]14.8][20 3.A][[ 43 [ 43 [ 56 Jjo2][4.7][9.3] 20 ]4.3]
| Lab007 || 1 [ 153 ][ 151 [ 153 Jjo.o[6.0][13.2[ 20 [3.1][]l 4.6 [ 44 ][ 153 Jjo.4][9.1][22.5] 20 ]1.7]
[ Lab008 || 1 [ 150 [ 147 J[123 0.5]3.4][8.8][20[5.3|[] 43 [ 42 ][ 123 ]jo.2][4.8][11.8] 20 ]3.7]
Lab010 1 144 | 141 | 73 Jjo4f2.8][7.8][ 20 |[>6][] 43 42 | 73 Jjo.2][4.8][11.8] 20 [3.7
Lab011 1 154 | 152 ][ 45 J0.9]5.9][13.1] 20 |3.2[] 43 44| 45 Jo.s|[ir4)25.1] 20 [1.6
Lab012 1 147 | 147 | 58 Joa]27][s4]20]>6][] 47 [ 45 | 58 Jo2][4.4][13.1] 20 3.6
Lab013 1 150 |[ 150 | 98 Jo2]1.3][2.7][ 20 |>6][] 43 43 ][ 98 J0.2][4.7][9.3] 20 [4.3
Lab014 1 154 | 151 | 96 Joa]26][72][20]>6][] 43 [ 42 [ 96 Jo2][4.8][11.8] 20]3.7
Lab015 1 154 | 153 142 Jos| 52|11 20 [3.7][] 43 4.6 ][ 142 J[0.3][ 6.5][20.0] 20 2.0
Lab029 1 156 | 155 | 51 Jofes]13.5)[ 2030 46 [ 46 | 51 Jo48.7][17.4] 20]23
Lab030 1 154 | 149 | 28 Jo.5]3.4][10.0][ 20 J49][] 43 46 ][ 28 J0.4][8.7][24.4] 20 1.5
Total - 149 Jzotforfar] - - -1 - 44 J[130t]o3)es] - [ - ]-
SRFE (Bias)% = { [ | B FEHE{E (Mean) - HIEE (Target)| / EFEE (Target)}xlOO%
4l=R 7= (TE, Total Error)% = 3275 (Bias)% + 2 x ZEHEF 48 (CV)
o (Sigma) = (TEa% - $#7% (Bias)%) / 518548 (CV)
[TOP]
| Reagent Kit ||Reagent Code|

[Trinity

I




SheBR B GoPD E Binly WM EGETER (BR2)

542 LotNo : [AA1223N (2012-10-01 ~ 2100-12-31) V| Change |

#5E1E Reagent Kit : [1 - Trinity v| Change |

| Control N A%t 8l Eiténat > thin: |

Control N (Lot No.: AA1223N)
Month (2015/03 CUM (2012/10/01~2015/03/31)
UnitiD 1 Reagent Ifit Target Mean nfor | ¢ CV || TE || TEa | Target Mean nfor || (oI CV || TE || TEa ||
(Code) £ (U/gHb) (U/gHb) || Mean (%) || (%) || (%) (U/gHb) (U/gHb) || Mean (%) || (%) || (%)

Lab001 1 15.4 - 0 - - - 20 - 15.4 15.3 2 - - - 20 -

Lab002 1 14.6 - 0 - - - 20 - 14.6 15.1 71 0.8 53] 14.0| 20 [|3.1
Lab003 1 14.6 - 0 - - - 20 - 14.6 14.6 255 051341 6.8 20 (5.9
Lab004 1 15.1 - 0 - - - 20 - 15.1 15.1 50 04 26| 53 20 || >6
Lab006 1 15.4 - 0 - - - 20 - 15.4 14.6 56 0.7 48 || 14.8 | 20 || 3.1
Lab007 1 15.3 - 0 - - - 20 - 15.3 15.1 153 091 6.0 13.2| 20 (3.1
Lab008 1 15.0 - 0 - - - 20 - 15.0 14.7 123 |[0.5]| 3.4 || 8.8 20 |[5.3
Lab010 1 14.4 - 0 - - - 20 - 14.4 14.1 73 041281 7.8 20 || >6
Lab011 1 15.4 - 0 - - - 20 - 15.4 15.2 45 09159131 20 (/3.2
Lab012 1 14.7 - 0 - - - 20 - 14.7 14.7 58 04|27 54 20 || >6
Lab013 1 15.0 - 0 - - - 20 - 15.0 15.0 98 021 131 2.7 20 || >6
Lab014 1 15.4 14.8 8 03 20| 80 20 [>6 15.4 15.1 96 041261 7.2 20 || >6
Lab015 1 15.4 - 0 - - - 20 - 15.4 15.3 142 |[0.8]] 5.2 || 11.1 || 20 || 3.7
Lab029 1 15.6 - 0 - - - 20 - 15.6 15.5 51 1.0 6.5 || 13.5] 20 || 3.0
Lab030 1 15.4 14.1 1 - - - 20 - 15.4 14.9 28 0.5([ 3.4 ([ 10.0 || 20 (/4.9

Total - - 14.7 9 03] 2.0 - - - - 14.9 1301 | 0.7 4.7 - - -

7% (Bias)% = { [ | B3+ TH9{E (Mean) - FEE{E (Target) | 1/ FHE{E (Target) } x 100%
483572 (TE, Total Error)% = 3872 (Bias)% + 2 x Rt 5AE (CV)
o (Sigma) = (TEa% - #7% (Bias)%) / BT BA48 (CV)

Bt © [2015 v|[03 V|| Change ZEHHART (CUM) © H [2012 v|[10 v][01 V]| % [2015 v]|[03 V][31 V]| Change
[TOP]
| Control D A&l Eetbnat 2 ok |
| | | Control D (Lot No.: AA1223D) |
Month (2015/03 CUM (2012/10/01~2015/03/31)
T Reagent Kit Target Mean n for CV || TE | TEa Target Mean n for CV || TE || TEa
UnitID £ (Code) * (U/ghib) || (U/gtib) | Mean | SP [ @) || @) | @) || © || Uighb) | Urghib) | Mean | SP{ @) | ) || @) | ©

Lab001 1 4.3 - 0 - - - 20 - 4.3 4.3 2 - - - 20 -
Lab002 1 5.0 - 0 - - - 20 - 5.0 4.8 71 03] 63 || 16.5] 20 |[2.5
Lab003 1 4.3 - 0 - - - 20 - 4.3 43 255 [[0.3 7.0 || 140 20 (2.9
Lab004 1 4.4 - 0 - - - 20 - 4.4 4.3 50 02 4.7 || 11.6 || 20 |[3.8
Lab006 1 4.3 - 0 - - - 20 - 43 43 56 02| 4.7 9.3 20 | 4.3
Lab007 1 4.6 - 0 - - - 20 - 4.6 4.4 153 0414 9.1 [[225]] 20 | 1.7
Lab008 1 4.3 - 0 - - - 20 - 4.3 4.2 123 |02 4.8 || 11.8|] 20 | 3.7
Lab010 1 4.3 - 0 - - - 20 - 4.3 4.2 73 02| 48 || 11.8 | 20 |[3.7
Lab011 1 4.3 - 0 - - - 20 - 4.3 4.4 45 0.5] 11.4 | 25.1 20 (1.6
Lab012 1 4.7 - 0 - - - 20 - 4.7 4.5 58 02 44 || 13.1 20 |[3.6
Lab013 1 4.3 - 0 - - - 20 - 4.3 4.3 98 02| 4.7 9.3 20 (4.3
Lab014 1 4.3 4.1 8 0.1] 24195 20 ||>6 4.3 4.2 96 0.2 48 |[11.8 | 20 | 3.7
Lab015 1 43 - 0 - - - 20 - 43 4.6 142 |03 6.5 || 20.0]] 20 | 2.0
Lab029 1 4.6 - 0 - - - 20 - 4.6 4.6 51 04| 87 || 174 20 |[2.3
Lab030 1 4.3 4.6 1 - - - 20 - 4.3 4.6 28 04 87 || 2441 20 |[1.5

tow |- | - ) &t o JoaJaol - - J-JJ__- [ a4 | ot JosJes | - - ] -]

7% (Bias)% = { [ | BEHTH9{E (Mean) - FEE{E (Target) | 1/ FFE{E (Target) } x 100%

483572 (TE, Total Error)% = 3872 (Bias)% + 2 x REtE#5AE (CV)

o (Sigma) = (TEa% - 357 (Bias)%) / BT FHE (CV)

Rzt [2015 v][03 V]| Change FEHART (CUM) : [ [2012 V] [10 v][01 V] Z [2015 V]|[03 Vv|[31 V]| Change

[TOP]
| Reagent Kit ||Reagent Code|

[Trinity ||1 |
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