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#E4% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
SUENE
. BRI :Lab012 |
\ ] Control N ‘ Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CUuM Month Cum
AAIH (2018/05) | (2018/01/17~2018/05/31) | (2018/05) | (2018/01/17~2018/05/31)
\ B (N) [ 9 | 26 N 26
| EP#9{E (Mean)UigHb | 148 | 14.5 | 54 | 5.8
\ ZxhfEe (SD) 10 | 0.7 [ 05 | 0.4
| BERMBEEH(CV)% | 68 | 4.8 | 93 | 6.9
| HfEHE (TargetyUgHb [ 144 | 14.4 [ 59 | 5.9
| 4872 (TE) % | 163 | 10.3 | 270 | 15.5
| AHrsEsE (TEa% [ 20| 20 20 | 20
| o | 25 | 4.0 |12 2.7
7% (Bias)% = { [ | Z&HFi{H (Mean) - Hi%{H (Target)|]/ HiT{H (Target) } x 100%
4azns= (TE, Total Error)% = :27% (Bias)% + 2 x Z 8 (48 (CV)
o (Sigma) = (TEa% - ##7 (Bias)%) / RatEFMAE (CV)
H&tElr © 2018 05 Change ; ZEHARI (CUM): [ 2018 01 17 & 2018 05 31 Change
(TOP]
Control N SDI 43 {fi[E]
Lot No.: AEO909N ; f&ERHART © 2018-01-17 & 2018-05-31 ; H{Zi{E (Target) : 14.4 ; ¥ fE#3% (SD) : 0.40 Efi7 : Lab012
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H%st© 2018 05 change ;  ZEHAM (CUM): B 2018 01 17 % 2018 05 31 Change

TOP
Control D SDI 77{ff[E]
Lot No.: AE0909D ; #:EgHAR © 2018-01-17 % 2018-05-31 ; HAZ/H (Target) : 5.9 ; £ f&%Ez (SD) : 0.20 Hifiz : Lab012
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Control N 7 Control D SDI
pagiiliz|

Lot No.: AEO909N ; izEgHART : 2018-01-17 £ 2018-05-31 ; HIZ{H (Target) : 14.4 ; F{T#E= (SD) : 0.40
Lot No.: AE0909D ; f%EgHART : 2018-01-17 £ 2018-05-31 ; HiZ({H (Target) : 5.9 ; &&Z#:% (SD) : 0.20
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ZHRBRE AL GOPD E B NElEMETER (BR—)

3EHE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

3842 Reagent Kit : [1 - Trinity v| Change |
H#atae
gEstAf -
Control N (Lot No.: AE0909N) i Control D (Lot No.: AE0909D)

4 || ReagentKit || Target | Mean | nfor sp|CV|| TE || TEa Target | Mean | nfor || J||CV|| TE | TEa
UnitlD = 11 0046y £ || (U/gHD) || (U/gHD) | Mean | > |(%)|| (%) || %) || © || (UgHb) || (U/gHD) | Mean | > |1%)]| %) | (%) || °
Lab004 1 144 | 146 | 5 Jo4J27][6.9][ 20 ][>6][][ 57 5.6 5 Jo:2][3.6][8-9 ] 20 |[5.1]
Lab007 1 14.3 140 [ 12 Jo4[2.9][7.8] 20 |[>6][][ 5.6 5.6 12 Jo.1][1.8][3.6 ][ 20 |[>6]
Lab008 1 13.2 128 | 9 Jo3]23][7.7][ 20 |[>6][][ 4.8 4.8 9 Joa]2.1][4.2] 20][>6
[ Labo1o || 1 [ 153 | 149 ] [03]2.0][66][20>6][][ 63 ] 61 ] Jo.1][1.6][ 6.5 ] 20 |[>6]
[ Lab012 || 1 | 144 | 148 | [Lo]le.8][16.3][ 20 |[25][][ 5.9 | 54 | [0.5][9.3][27.0][ 20 |[1.2]
[ Tow J[ - 0 - [ 141 39 Joofedlf - [ - J[-JOC - [ 54 [ 39 Jos|fo3][ - [ - ][]
R (Bias)% = { [ | REHPHIE (Mean) - HBHE (Targe) | 1/ EBUE (Target) | x 100%

#EER7E (TE, Total Error)% = 57 (Bias)% + 2 x Rt ER(AE (CV)
o (Sigma) = (TEa% - 3R7E (Bias)%) / R BRAR(CV)
[TOP]
BetoatR
FEHHR © 5 [2076 v][02 V] [01 V] % [2018 v][05 V| [31 V]| Change |
Control N (Lot No.: AE0909N) [ Control D (Lot No.: AE0909D)

.4 || ReagentKit || Target | Mean | nfor SD CV|| TE ||TEa Target | Mean | n for sD CV|| TE | TEa
UnitlD = codey £ || (U/gHD) || (U/gHDb) [ Mean | >~ | )|[ %) |[ ) || © |||| (U/gHb) | (U/gHDb) | Mean |>7 (%) (%) | (%%)|[
Lab003 1 144 | 144 [ 267 Jo.5]3.5][69] 20]57][ 5.8 5.8 | 267 Jo2][3.4] 6.9 ] 20 |[5.9]
Lab004 1 144 [ 144 ] 30 Jo3]2.1][42][20]>6][][ 5.7 56 | 30 Jo.2][3.6][8.9 ] 20 ][5.1]
[ Lab006 || 1 [ 160 | 135 | 64 Jos[3.7][23.0][20][12][][ 62 [ 55 ] 4 Jo.2][3.6][18.6] 20 ][24]
[ Lab007 || 1 [ 143 | 139 ] 338 Jo9]es][157][ 20 J2.6]][ 56 | 54 ] 338 Jo.4][7.4][18.4] 20 ][2.2]
[ Lab008 || 1 [ 132 ] 129 | 43 Jo3][23][6.9][20]>6][J[ 48 [ 48 ] 43 Jo.2][42][8.3 ] 20 |-
Lab009 1 144 | 143 ] 89 Jo.9]63][13.3][ 20 ]3-1][J[ 58 59 | 89 Jo4][6.8][15.3] 20
Lab010 1 15.3 154 [ 26 Jos[3.2][7.1][20][>6][][ 63 64 | 26 [0.3][4.7][11.0] 20
Lab011 1 144 [ 137 | 67 Jo3]22][92][20]>6]][ 58 57 | 67 Jo2][3:5][8.7] 20
Lab012 1 14.4 143 | 122 Jo.5]3.5][7.7][ 20 |[5.5][][ 5.9 59 | 122 Jo.3]5.1][10.2] 20
[ Lab013 || 1 [ 145 | 138 | 40 Jo03]22][9.2][ 20 |-[|| 57 57 ] 40 Jo.1][1.8][3.5] 20 [>6]
\_Lab014 I 1 [ 144 ] 145 102 Jo5[3.4][7.6][20][57)[][ 58 [ 5.6 ] 102 Jo.2][3.6][10.6] 20 |[4.6]
Lab016 || 1 [ 150 | 147 ] 23 Jos[e.1]142][20]3.0][][ 54 [ 53 ] 23 Jo.3][5.7][13.2] 20 |[3.2]
Lab029 1 144 [ 143 ] 20 Jo.aJo.7][2.1][20 ][>6][][ 58 56 | 20 Jo.1][1.8][7.0] 20
Lab030 1 144 | 143 | 3 Jos]35][7.7][20][55][][ 58 54 | 3 Jo3][5.6][18.0] 20
Lab044 1 144 | 152 | 57 Joo[s5.9][17.4][ 20 J24[][ 58 63 | 57 Jo.4][6.3][21.3] 20
[ tow - - J 142 Jooorfossell - - - J0L_- I 57 Jisijoajzo) - | - J.-]
iz (Bias)% = 25T ! z
#¥ERZ= (TE, Total Error)% = gR2= (Bias)% + 2 x RETEER(RE (CV)

o (Sigma) = (TEa% - 287 (Bias)%) / R BRAR (CV)
[TOP]
Reagent Kit Reagent Code

Trinity

1




HARERE(r G6PD E &by WAL EHE

3% LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

&R (BRD)

3%E4F Reagent Kit * [1 - Trinity

v| Change |

| Control N H&f=T8E Rt~ bhies

SIEN#R_

Control N (Lot No.: AE0909N)
Month (2018/05) CUM (2016/02/01~2018/05/31)
oo Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV | TE | TEa
UnitlD £ (Code) (Ulghib) | (Uletb) || Mean || SP | o) | o) || o) || © ||| wighb) | (Uretb) | Mean | SP |l @) | @) | o) | ©
Lab003 1 14.4 - 0 - - - 20 - 14.4 14.4 267 |[0.51[ 3.5 6.9 20 || 5.7
Lab004 1 14.4 14.6 5 041 27| 69 20 || >6 14.4 14.4 30 0.3 2.1 | 4.2 20 || >6
Lab006 1 16.0 - 0 - - - 20 - 16.0 13.5 64 0.5]] 3.7 1]23.0] 20 || 1.2
Lab007 1 14.3 14.0 12 041 29| 7.8 20 || >6 14.3 13.9 338 091 6.5 15.7] 20 | 2.6
Lab008 1 13.2 12.8 9 031 23| 7.7 20 || >6 13.2 12.9 43 031 23| 6.9 20 || >6
Lab009 1 14.4 - 0 - - - 20 - 14.4 14.3 89 091 6.3 | 13.3] 20 | 3.1
Lab010 1 15.3 14.9 4 03] 20| 6.6 20 || >6 15.3 154 26 0.5( 32| 7.1 20 || >6
Lab011 1 14.4 - 0 - - - 20 - 14.4 13.7 67 03221 9.2 20 || >6
Lab012 1 14.4 14.8 9 1.0 6.8 || 16.3 || 20 |[2.5 14.4 14.3 122 0.5 35| 7.7 20 || 5.5
Lab013 1 14.5 - 0 - - - 20 - 14.5 13.8 40 031221 9.2 20 || >6
Lab014 1 14.4 - 0 - - - 20 - 144 14.5 102 05|34 7.6 20 || 5.7
Lab016 1 15.0 - 0 - - - 20 - 15.0 14.7 23 091 6.1 || 142 ] 20 | 3.0
Lab029 1 14.4 - 0 - - - 20 - 14.4 14.3 20 0.1 0.7 || 2.1 20 || >6
Lab030 1 14.4 - 0 - - - 20 - 14.4 14.3 3 0.5( 35| 7.7 20 || 5.5
Lab044 1 14.4 - 0 - - - 20 - 14.4 15.2 57 09| 59 | 174 20 | 2.4
Total - - 14.1 39 09| 6.4 - - - - 14.2 1291 (| 0.8 5.6 - - -
BR2E (Bias)% = { [ | BeF P9 (Mean) - BE{E (Target) | 1/ BAE{E (Target) } x 100%
#8:R2= (TE, Total Error)% = &2 (Bias)% + 2 x BEE R4 (CV)
o (Sigma) = (TEa% - %2 (Bias)%) / BETEEIAE (CV)
A4rst : [2018 v][05 V][ Change F&HEART (CUM) @ & [2016 v|[02 V][01 V] Z [2018 V| [05 V]|[31 V][ Change
[TOP]
| Control D B&isFH BEt¥ist 2 bR |
| | | Control D (Lot No.: AE0909D) |
Month (2018/05) CUM (2016/02/01~2018/05/31)
o Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV | TE | TEa
Unit[D £ (Code) * (Ulgtib) | (Uletb) || Mean || SP | o) | o) || o) || © ||| wighb) || (Uretb) | Mean | SP |l @) | @) | o) | ©
Lab003 1 5.8 - 0 - - - 20 - 5.8 5.8 267 |[0.21[ 3.4 | 6.9 20 || 5.9
Lab004 1 5.7 5.6 5 0.2 3.6 || 89 20 || 5.1 5.7 5.6 30 0.2 3.6 | 89 20 | 5.1
Lab006 1 6.2 - 0 - - - 20 - 6.2 5.5 64 0.2 3.6 | 18.6| 20 |2.4
Lab007 1 5.6 5.6 12 0.1 1.8 3.6 20 || >6 5.6 5.4 338 041 74| 1841 20 |22
Lab008 1 4.8 4.8 9 0.1 211 42 20 || >6 4.8 4.8 43 02142 | 8.3 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 6.1 4 0.1 1.6 || 6.5 20 || >6 6.3 6.4 26 0.3 47 || 11.0| 20 | 3.9
Lab011 1 5.8 - 0 - - - 20 - 5.8 5.7 67 0.2 3.5 | 87 20 || 5.2
Lab012 1 5.9 5.4 9 0.5 9.3 | 2701 20 |{1.2 5.9 5.9 122 1 0.3 5.1 || 10.2 | 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 - 5.8 5.6 102 0.21]] 3.6 || 10.6 | 20 | 4.6
Lab016 1 5.4 - 0 - - - 20 - 5.4 5.3 23 03] 5.7 13.2] 20 | 3.2
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 54 3 0.3 5.6 || 18.0 20 | 2.3
Lab044 1 5.8 - 0 - - - 20 - 5.8 6.3 57 041 63 (213 20 | 1.8
[ Total | - [ - | 54 ][ 39 Jlosfo3] - J[ - J[-JI - [ 57 [ 1291 fo4ff70f - || - | -]
BR2E (Bias)% = { [ | Be P9 (Mean) - BE{E (Target) | ]/ BAE{E (Target) } x 100%
#EER7= (TE, Total Error)% = g7 (Bias)% + 2 x REHBE/AE (CV)
o (Sigma) = (TEa% - %2 (Bias)%) / BETEEIAE (CV)
B&%ist 1 [2018 v][05 V]| Change FEHART (CUM) : H [2016 V] [02 v][01 V] & [2018 V]| [05 V][31 V]| Change
[TOP]
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