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#E4% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
SUEE
. [@BR%(L:Lab004 |
\ ] Control N ‘ Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CuM Month CUM
AR (2018/06) | (2017/12/20~2018/06/30) | (2018/06) | (2017/12/20~2018/06/30)
| ZEHEEH () 4| 26 [ 4 | 26
| EPH9{E (Mean)UigHb [ 149 | 14.5 | 57 | 5.6
\ FiHE 2 (SD) 02 | 0.3 [ 03 | 0.2
| BERMBEEH(CV)% 13 2.1 | 53 | 3.6
| EfEfE (Target)UigHb | 144 | 14.4 | 57 | 5.7
| 4872 (TE) % . 62 | 4.8 | 105 | 8.9
| AHrsEsE (TEa% [ 20| 20 20 | 20
| o E >6 | 38 | 5.1
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% - 37 (Bias)%) / B EAH (CV)
H&tElr © 2018 06 Change ; ZE(HARI (CUM): [ 2017 12 20 & 2018 06 30 Change
[TOP]
Control N SDI 431l
Lot No.: AEO90ON ; #ERHAfE © 2017-12-20 % 2018-06-30 ; HH{H (Target) : 14.4 ; S fms#5¢ (SD) : 0.40 FRAL : Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5.0 o o L L L
i - . .
Target +* L) * hd 4 b L] * b
L ] L L
-1 5.0. LS .
L L
-2 5.D.
-3 5.D.
Date 12-20 12-27 01-03 01-10 01-17 01-24 01-31 02-07 02-14 02-21 03-07 03-14 03-21 03-28 04-11 04-18 04-25 03-02 05-09 05-16 05-23 05-30 06-06 06-13 06-20 06-27
B4t © 2018 06 Change ; ZEPHARI (CUM): | 2017 12 20 % 2018 06 30 Change
TOP
Control D SDI 7 {fi[=]
Lot No.: AE0909D ; f%EsHAR © 2017-12-20 % 2018-06-30 ; H{Z{E (Target) : 5.7 ; &#f&#3% (SD) : 0.28 Hifiz : Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5.0, a a
o a o o
Target = - =
-1 5.0, o o o a o (m] a = =] o - a o o - o
-2 5.0, o
-3 5.D.
Date 12-20 12-27 01-03 01-10 01-17 01-24 01-31 02-07 02-14 02-21 03-07 03-14 03-21 03-28 04-11 04-18 04-25 03-02 05-09 05-16 05-23 05-30 06-06 06-13 06-20 06-27

H&tEl © 2018 06 Change ; ZE(HARI (CUM): [ 2017 12 20 & 2018 06 30 Change

TOP




Control N 7 Control D SDI
pagiiliz|

Lot No.: AEO909N ; f@B@iAfE : 2017-12-20 % 2018-06-30 ; HiZ(E (Target) : 14.4 ; &A= (SD): 0.40 (o)
Lot No.: AE0909D ; #ERHA[E © 2017-12-20 % 2018-06-30 ; HfH{H (Target) : 5.7 ; £ fm#3% (SD): 0.28  (n) FRAL : Lab004

Lab004
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+2 5.0,
+1 5.0,
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-1 5.0,
-2 5.0,
=3 5.D.
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12-20 12-27 01-03 01-10 01-17 01-24 01-31 02-07 02-14 02-21 03-07 03-14 03-21 03-28 04-11 04-18 04-25 05-02 05-09 05-16 05-23 05-30 06-06 06-13 06-20 06-27

H4ist: 2018 06 Change ; ZEFHARI (CUM): H 2017 12 20 % 2018 06 30 Change

TOP




HiREREA GOPD EEME Nl mEGETER (HR—)

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

#EJE Reagent Kit * |1 - Trinity v| Change |

HA#sTR

GEtAR :

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

4 ||ReagentKit|l Target | Mean | n for gp||CV| TE (| TEaf ||| Target | Mean | n for | JNCV| TE |TEa
UnitlD = codey £ || (U/gHb)|[(U/gHb)|[Mean|[>|[(%)||(%) | (%) (U/gHb) || (U/gHb) [ Mean|[>~||(%)|| (%) || (%)

o

[Laboo4 [ 1 [ 144 ][ 149 ][ 4 Jo2][13][62][20 6| 57 | 57 | 4 Jjo.3][5.3][10.5] 20 |3.]
[Laboos 1 [ 132 [ 127 |2 [-][- - Jf20][- ][ 48 ][ 48 [ 2 [-][- - J20]-]
[Laboto [ 1 [ 153 ][ 148 ][ 3 Jo4][27][8.7][20 el 63 | 59 | 3 Jo.3]5.1][16.5] 20 |2.7]
[ Towl - [ - 144 [ 9 Juoffeol - - J-J0° - I 55 [ 9 Josjo.u - - -]

2= (Bias)% = { [ | BP9 (Mean) - EFE(H (Target) | 1/ EAEME (Target) } x 100%
4E=R7= (TE, Total Error)% = g22= (Bias)% + 2 x BeEEE{AE (CV)
o (Sigma) = (TEa% - ER3% (Bias)%) / BETEE4E (CV)
[TOP]

F R RS

FEHHARS © & [2016 v][02 V][0T v| Z[2018 v][06 v|[30 ][ Change |

| | I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
. s | Reagent Kit|| Target || Mean || n for CV|| TE ||TEa Target || Mean || n for CV/|| TE ||TEa
UnitlD = |- 04e) £ |[(U/gHb)||(U/gHb)||Mean SDI o)l @)l (%) (U/gHb)||(U/gHb)|[Mean|>"||(%)|[ (%) || (%) || ©
Lab003 1 144 ][ 144 ][ 267 Jo.5]3.5][6.9][20 |5.7][][ 5.8 5.8 ][ 267 ]0.2][3.4][6.9][ 20 ]5.9]
Lab004 1 144 | 145 | 34 Jo3]2a][48][20]>6][ 57 [ 5.6 ][ 34 Jjo.2|[3.6][8.9][20]5.1]
[ Lab006 | 1 ][ 160 [ 135 ][ 64 Jo.5]3.7][23.0 20 [L.2][][ 62 ][ 5.5 ][ 64 ][0-2][3.6][18.6][ 20 ][2.4]
[Labo07 [ 1 [ 143 [ 13.9 ][ 338]0.9]6.5][15.7][ 20 |2.6][]| 5.6 ][ 5.4 ][ 338 ][0.4][7.4][18.4][ 20 |[2.2]
[ Lab008 | 1 ][ 132 [ 129 ][ 45 Jo3]2.3][69][20]>6][][ 48 ][ 4.8 ][ 45 ]jo.2][4.2][8.3][ 20 ][4.8]
[Labo09 [ 1 [ 144 [ 143 [ 89 J0.9]6.3][13.3][20 |3.1][][ 5.8 ][ 5.9 [ 89 ]0.4][6.8][15.3][ 20 |[2.7]
[ Lab010 | 1 ][ 153 [ 153 ][ 29 Jo.s]33][e5][20][>6][][ 63 ][ 6.3 [ 29 ][0.3][4.8][9.5][ 20 ]}4.2]
[Laboll [ 1 [ 144 [ 137 ][ 67 Jj0.3]2:2][9-2][ 20 |[>6][][ 5.8 ][ 5.7 [ 67 J0-2][3.5][8.7][ 20 |[5.2]
[ Lab012 | 1 ][ 144 [ 143 [ 122]0.5]3.5][7.7][20 ][55I 5.9 [ 5.9 ][ 122 ][0.3][5.1][10.2][ 20 ][3.9]
[Labo13 [ 1 [ 145 ][ 13.8 ][ 40 J0.3]2:2][9-2][ 20 |[>6][][ 5.7 ][ 5.7 [ 40 Jo.1][1.8][3.5][ 20 |[>6]
[ Lab014 | 1 ][ 144 [ 145 J[102]0.5]3.4][7.6][20|[5.7][][ 5.8 ][ 5.6 ][ 102 ][0.2][3.6][10.6][ 20 ][4.6]
[Labole [ 1 [ 147 [ 147 ][ 23 Jjo.9]e.1][12:2][ 20 |33][][ 5.6 ][ 53 [ 23 ][0.3][5.7][16.7][ 20 |[2.6]
[ Lab029 | 1 ][ 144 143 ][ 20 Jo-ajo7][2.1][20]>6][][ 5.8 ][ 5.6 [ 20 Jo.1][1.8][7.0][ 20 |[>6]
[Labo30 [ 1 [ 144 [ 143 ][ 3 Jo.5[3.5][7.7][20][5.3][][ 5.8 ][ 54 [ 3 J0.3][5.6][18.0][ 20 |[2.3]
[ Lab044 | 1 [ 144 [ 152 ][ 57 Jo.9]59]7.4|[ 20 J24][[ 5.8 ][ 6.3 [ 57 Jjo.4][6.3][21.3][ 20 |[1.8]
Ctow |- |- 1a2 Jwsoojesfsel - - IC_-_J_57 Jiseo]od7o) - J - -]

22 (Bias)% = { [ | BT (Mean) - EEE{E (Target) | ]/ EE{E (Target) } x 100%
{EER5E (TE, Total Error)% = 2% (Bias)% + 2 x BEHE&E/4R (CV)
o (Sigma) = (TEa% - 3aZ= (Bias)%) / RETHEERMAE (CV)
[TOP]

Reagent Kit Reagent Code
Trinity 1




HiaEREA GoPD EERE NEmESHER (R

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

33 Reagent Kit ¢ [1 - Trinity v| Change |
BIEN#RFzR _
| Control N AL R sT 2 EElER |
Control N (Lot No.: AE0909N)
Month (2018/06) : CUM (2016/02/01~2018/06/30)
oA Reagent Kit Target Mean n for CV || TE | TEa Target Mean n for CV | TE | TEa
UnitlD = (Code) * (U/ghb) | (U/gkb) | Mean | SP |l @) | @) | @) | © ||| Uretib) || (Uletib) || Mean | SP || ) | @) | ) | ©

Lab003 1 14.4 - 0 - - 20 - : 14.4 14.4 267 [0.5][35] 69 | 20 |57
Lab004 1 14.4 14.9 4 021 1.3 6.2 20 ||>6 : 14.4 14.5 34 03] 2.1 4.8 20 || >6
Lab006 1 16.0 - 0 - -] 20| - : 16.0 13.5 64 [05]37]230] 20 |12
Lab007 1 14.3 - 0 - - - 20 - : 14.3 13.9 338 091 6.5 157 ] 20 (2.6
Lab008 1 13.2 12.7 2 - - - 20 - : 13.2 12.9 45 03123 69 20 || >6
Lab009 1 14.4 - 0 - - - 20 - : 14.4 14.3 89 091 63| 13.3] 20 | 3.1
Lab010 1 15.3 14.8 3 041 2.7 87| 20 ||>6 : 15.3 153 29 05]/33 ] 6.5 20 || >6
Lab011 1 14.4 - 0 - - 20 -0 144 13.7 67 [03][22] 92 | 20 |[>6
Lab012 1 14.4 - 0 - - - 20 - : 14.4 14.3 122 |05 3.5 7.7 20 | 5.5
Lab013 1 145 - 0 - - 20 -0 145 13.8 40 Jo3][22] 92 | 20 |[>6
Lab014 1 14.4 - 0 - - - 20 - : 14.4 14.5 102 (0.5 34| 7.6 20 (5.7
Lab016 1 14.7 - 0 - - - 20 [ 14.7 14.7 23 09| 6.1 | 122 20 (3.3
Lab029 1 14.4 - 0 - - - 20 - j 14.4 14.3 20 0.1107 | 2.1 20 || >6
Lab030 1 14.4 - 0 - - - 20 - : 14.4 14.3 3 05135 7.7 20 | 5.5
Lab044 1 14.4 - 0 - - 20 -0 144 15.2 57 [[09][59 1741 20 |24

| Total || - [ - I 144 T o Jrojfeo] - T - J-J0C - I 142 (1300 Jos][s6] - J - -]

B3 (Bias)% = { [ | REHEIIE (Mean) - BAE{H (Target) | ]/ BB (Target) } x 100%

4E3RZE (TE, Total Error)% = Rz (Bias)% + 2 x RET 48 (CV)

o (Sigma) = (TEa% - §R72 (Bias)%) / BETHER{GE (CV)

Bt R (CUM) : 5 [2016 v [02 V] [01 v] 2 [2018 V] [06 V] [30 v] | Change |

[TOP]
| Control D A#tstEL Retat 2 bR |
Control D (Lot No.: AE0909D)
Month (2018/06) I CUM (2016/02/01~2018/06/30)
UnitID * Reagent Kit Target Mean nfor ||| CV || TE || TEa || Target Mean nfor | (o IICV || TE || TEa ||
- (Code) t (U/gHb) (U/gHb) || Mean (%) || (%) || (%) (U/gHb) (U/gHb) | Mean (%) || (%) || (%)

Lab003 1 5.8 - 0 - - - 20 - 5.8 5.8 267 10.2]/3.4 | 6.9 20 || 5.9
Lab004 1 5.7 5.7 4 0.3 53| 1051 20 |[3.8 5.7 5.6 34 021 3.6 | 89 20 | 5.1
Lab006 1 6.2 - 0 - - - 20 - 6.2 5.5 64 0.2/ 3.6 ||186] 20 (2.4
Lab007 1 5.6 - 0 - - - [ 20 ] - 5.6 5.4 338 J[0.4][7.4 ] 184] 20 |22
Lab008 1 4.8 4.8 2 - - - 20 - 4.8 4.8 45 02142 | 83 20 || 4.8
Lab009 1 5.8 - 0 - - - 20 - 5.8 5.9 89 041 6.8 || 153] 20 (2.7
Lab010 1 6.3 5.9 3 0.3 5.1 16.5] 20 |[2.7 6.3 6.3 29 03148 | 9.5 20 | 4.2
Lab011 1 5.8 - 0 - - - 20 - 5.8 5.7 67 021 3.5 87 20 || 5.2
Lab012 1 5.9 - 0 - - - 20 - 5.9 5.9 122 [o3][51]102] 20 [[3.9
Lab013 1 5.7 - 0 - - - 20 - 5.7 5.7 40 0.1][ 1.8 || 3.5 20 | >6
Lab014 1 5.8 - 0 - - - 20 - 58 5.6 102 [[02][3.6 [ 106 20 [[4.6
Lab016 1 5.6 - 0 - - - 20 - 5.6 5.3 23 03157 | 167] 20 (2.6
Lab029 1 5.8 - 0 - - - 20 - 5.8 5.6 20 0.1([ 1.8 || 7.0 20 || >6
Lab030 1 5.8 - 0 - - - 20 - 5.8 5.4 3 03156 | 180 20 (23
Lab044 1 5.8 - 0 - - - 20 - 5.8 6.3 57 04163 |213] 20 (1.8
Total - - 55 9 |[os]o1] - -l - - 5.7 1300 [o04][70] - - -

33 (Bias)% = { [ | BEHISME (Mean) - EE(H (Target) | 1/ BHEME (Target) } x 100%

4EER2= (TE, Total Error)% = 2835 (Bias)% + 2 x BEFEEEAR (CV)

o (Sigma) = (TEa% - E222 (Bias)%) / BETEERMEHE (CV)

A%t [2018 v][06 V]| Change | FEHHART (CUM) : H [2016 v|[02 v|[01 v] Z [2018 v|[06 v|[30 V|| Change

[TOP]

Reagent Kit

IReagent Code|

Trinity
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