G6PD & RIRBRI S GG R SDI 53 Ml

#E%E LotNo © AD0326N (2014-04-01 ~ 2100-12-31)  Change
SUENE %
 H#BRHAI:Lab004 |
‘ ] Control N ] Control D
| QC Control Lot No. | ADO0326N | AD0326D
BRI Month CUM Month CuUM
IR (2017/06) |  (2017/01/01~2017/06/30) | (2017/06) | (2017/01/01~2017/06/30)
\ ZEHEEE (N) 4| 26 4 26
| Z:TME (Mean)UigHb | 145 | 147 |49 | 4.9
| ZHEAE (SD) 02 | 0.2 |02 | 0.1
| BEMEEAE(CV) % 14| 1.4 41| 2.0
| EfE{H (Target) UgHb [ 150 | 15.0 | 50 | 5.0
| s (TE) % |61 | 4.7 | 102 | 6.1
| mEEsE (TEa)% | 20| 20 20 | 20
\ o R >6 |44 >6
72 (Bias)% = { [ | #&H P (Mean) - FIfE{H (Target)| ]/ H{E (Target) } x 100%
4=tz (TE, Total Error)% = 253 (Bias)% + 2 x B34 548 (CV)
o (Sigma) = (TEa% - 2R7% (Bias)%) / R85 HE (CV)
H&izt © 2017 06 Change ; ZEHHAR] (CUM): B 2017 01 01 £ 2017 06 30 Change
(TOP]
Control N SDI 75 fifE |
Lot No.: AD0326N ; it : 2017-01-01 Z 2017-06-30 ; [ f&(H (Target) : 15.0 ; £¥43% (SD) : 0.40 iz : Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5,0,
Target L hd . L]
. . L] L] il .
-1 5,0, . . [ - . . . [
° . . . .
-2 5.D. * L]
-3 5.0,
Date 01-04 01-11 01-18 01-25 02-01 02-08 02-15 02-22 03-01 03-08 03-15 03-22 03-29 04-05 04-12 04-19 04-26 05-03 05-10 05-17 05-24 05-31 06-07 06-14 06-21 06-28
A%t 2017 06 Change ; EFFHARI (CUM): [ 2017 01 01 % 2017 06 30 Change
(TOP]
‘ Control D SDI 7r1ffil&l
Lot No.: AD0326D ; #&Egifif] : 2017-01-01 % 2017-06-30 ; FfE{# (Target) : 5.0 ; %% (SD) : 0.25 HifiZ : Lab004
Lab004
+3 5,0,
+2 5.0,
+1 5,0,
o o o o
Target & & = = =) & =)
o o o =] o o o O o
-1 5.D. o o
-2 5.0, g o
-3 5.0,
Date 01-04 01-11 01-18 01-25 02-01 02-08 02-15 02-22 03-01 03-08 03-15 03-22 03-29 04-05 04-12 04-19 04-26 05-03 05-10 05-17 05-24 05-31 06-07 06-14 06-21 06-28

A&t

2017 06 Change

)

ZEHRE (CUM) © B 2017 01 01 % 2017 06 30

Change

[TOP]



Control N 7 Control D SDI
paiii=|

Lot No.: ADO326N ; #EgiAf : 2017-01-01 % 2017-06-30 ; FfE{# (Target) : 15.0 ; S#{@:t5¢ (SD): 0.40  (e)

Lot No.: AD0326D ; f#EifiE © 2017-01-01 % 2017-06-30 ; HZ{H (Target) : 5.0 ; £%f&@#E% (SD): 0.25 (o) AL - Lab004
Lab004
+3 5.0,
+2 5.0,
+1 5.0,
o . o o

T t 8 =) = . ®

areet 8 o o O e s ¢ o o ¢ °© o & &
-1 5.0 il - ® @ . ) . . . o o

e . g * . o . O o ® .
-2 5.0, e ©
=3 5.D.
Date 01-04 01-11 01-18 01-25 02-01 02-08 02-15 02-22 03-01 03-08 03-15 03-22 03-29 04-05 04-12 04-19 04-26 05-03 05-10 05-17 05-24 05-31 06-07 06-14 06-21 06-28
B4ist © 2017 06 Change ; ZEEHHART (CUM): B 2017 01 01 % 2017 06 30 Change

[TOP]




ZiREREN GOPD EEMRER Nl ERETER (BR—)

I LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) /| Change |

#EFE Reagent Kit ¢ |1 - Trinity vl Change

R&iats=
izt Aty 1 [2017 v][06 V]| Change
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

- m Reagent Kit Target | Mean || n for SD CV|| TE ||TEa - Target | Mean || n for D CV || TE || TEa -
nitID! (Code)lZ] (U/gHb) | (U/gHb) |[Mean (%) (%) || (%) (U/gHb) || (U/gHb) [ Mean (%) || (%) || (%)
Lab004 1 15.0 14.5 4 110.2{1.4]] 6.1 || 20 ||>6 5.0 49 4 0.2 4.1 |{10.2|| 20 ||4.4
Lab008 1 14.8 14.8 8 1|0.6|4.1| 8.1 20 (4.9 5.0 4.7 8 1|0.2][ 4.3 |[14.5]| 20 (3.3
Lab010 1 14.8 15.5 3 ||0.1/]0.6|| 6.0 | 20 |[>6 5.0 5.3 3 |0.2] 3.8 |[13.5|| 20 |3.7
Lab012 1 14.8 14.2 6 [0.6]|4.2|[12.5] 20 |[3.8 5.0 6.0 6 10.3] 5.0 {[30.0{ 20 |(0.0
Lab015 1 14.8 14.4 8 [|0.2||1.4|[ 5.5 20 |[>6 5.0 5.9 8 |[0.2] 3.4 ||24.8| 20 (0.6
Total - 14.6 29 ||0.5||3.4| - - - - 5.4 29 ||0.6|[11.1) - - -

&%M%%HEV = B

4EEiz= (TE, Total Error)% = $22% (Blas)% +2 x BEHBEMAE (CV)

o (Sigma) = (TEa% - A7 (Bias)%) / RatBR(AE (CV)

[TOP]
BETHETR
EEHAR ¢ B 2014 v|[05 v|[01 v|Z (2017 v|[06 v|[30 V|| Change
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

Uni E Reagent Kit || Target | Mean | n for D CV|| TE |[TEa - Target || Mean | n for D CV || TE || TEa -
nitID! (Code)lZ] (U/gHb) | (U/gHb) |[Mean (%) (%) || (%) (U/gHb) || (U/gHb) [ Mean (%) || (%) || (%)
Lab001 1 14.2 14.8 1 - - - 120 - 4.6 5.0 1 - - - 20| -
Lab003 1 14.8 14.5 || 744 ||0.8{/5.5]/13.1] 20 (3.3 5.0 4.9 744 110.4] 8.2 [[18.3|| 20 |[2.2
Lab004 1 15.0 14.9 143 |[0.3|(2.0]| 4.7 || 20 |[>6 5.0 4.9 143 0.2 4.1 |[10.2] 20 |[4.4
Lab006 1 14.8 14.8 117 {|0.6|(4.1| 8.1 || 20 (4.9 5.0 4.9 117 ||0.3]| 6.1 [[14.2{| 20 |(3.0
Lab007 1 13.8 13.7 || 244 ||0.5//3.6|| 8.0 || 20 ||5.4 4.5 4.5 244 (|0.2f| 4.4 | 8.9 20 ||4.5
Lab008 1 14.8 14.4 | 266 ||0.6|/4.2|[11.0{ 20 (4.1 5.0 4.6 266 (|0.3( 6.51|21.0{ 20 ||1.8
Lab010 1 14.8 14.6 121 {|0.7/4.8|(10.9| 20 (/3.9 5.0 4.9 121 ||0.3]| 6.1 [[14.2{| 20 |(3.0
Lab011 1 14.8 14.9 122 1(0.3]|2.0|( 4.7 || 20 [[>6 5.0 5.1 122 10.2{[ 3.9 |[ 9.8 || 20 ||4.6
Lab012 1 14.8 14.2 166 |(0.5]|3.5]/11.1]| 20 [{4.6 5.0 5.1 166 ||0.6[[11.8([25.5([ 20 ||1.5
Lab013 1 15.0 15.0 252 [|0.2][ 1.3| 2.7 || 20 ||>6 4.7 4.6 252 |{0.2]| 4.3 ||10.8]| 20 ||4.2
Lab014 1 14.8 14.8 190 |(0.4]|2.7]| 5.4 || 20 [[>6 5.0 4.8 190 ||0.2{[ 4.2 |[12.3[ 20 ||3.8
Lab015 1 14.8 14.4 191 |[0.8|[5.6|13.8 20 |[3.1 5.0 5.0 191 (|0.4| 8.0 {|16.0|| 20 ||2.5
Lab016 1 14.4 14.9 82 |[0.2|[1.3] 6.2 || 20 |[>6 5.0 4.8 82 |(|0.2| 4.2 |[12.3]| 20 ||3.8
Lab029 1 14.8 14.9 145 |[0.3|[2.0| 4.7 || 20 |[>6 5.0 4.9 145 (|0.2| 4.1 {[10.2|| 20 ||4.4
Total - 14.5 [[27841/0.7|4.8 - - 4.8 ||2784(0.4] 8.3 | - - -

&%amM%—ulﬁﬁﬁﬁﬁmwm a%ﬁﬁmmﬂwa%ﬁam@owdw%

=022 (TE, Total Error)% = &%= (Bias)% + 2 x ETEE(AE (CV)

o (Sigma) = (TEa% - A7 (Bias)%) / RatBER(AEL (CV)

[TOP]

Reagent

Reagent Kit Code

Trinity 1




Bl GOoPD E2inkk NI mESETER (FR2)

S5 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) /]| Change |

I Reagent Kit : | 1- Trinity | Change |

Control N H#ftat# Reténst 2 LhigsR
Control N (Lot No.: AD0326N)
Month (2017/06) CUM (2014/05/01~2017/06/30)

Uni Dlz‘ Reagent Kit Target Mean n for D CV || TE || TEa - Target Mean n for sD CV | TE || TEa o
nitl (Code) (U/gHb) || (U/gHb) || Mean @) || %) || %) (U/ghb) || (U/gHb) || Mean @) || %) || %)
Lab001 1 14.2 - 0 - - - 20 - 14.2 14.8 1 - - - |20 -
Lab003 1 14.8 - 0 - - - 2o - 14.8 14.5 744 J[0.8] 55| 13.1] 20 |[3.3
Lab004 1 15.0 145 4 o214 61 ] 20 |>6 15.0 14.9 143 03] 20] 47 20 |[>6
Lab006 1 14.8 - 0 - - - 2o - 14.8 14.8 117 |06 41] 81 ] 20 |49
Lab007 1 13.8 - 0 - - - 20 - 13.8 13.7 244 o536 80 | 20 [[5.4
Lab008 1 14.8 14.8 8 Jfo6][41] 1] 20 |49 14.8 14.4 266 [[0.6] 42 11.0] 20 |[4.1
Lab010 1 14.8 155 3 Jo1]oel] 60] 20 |>6 14.8 14.6 121 [[0.7] 48| 109 20 |3.9
Lab011 1 14.8 - 0 - - - a2 - 14.8 14.9 122 [[o3]20] 47 20 |[>6
Lab012 1 14.8 142 6 [o6]42]125] 20 |[3.8 14.8 14.2 166 [[05]3.5] 11.1] 20 |46
Lab013 1 15.0 - 0 - - - 2o - 15.0 15.0 252 [[o2] 13 27 | 20 |[>6
Lab014 1 14.8 - 0 - - - 20 - 14.8 14.8 190 [[0a]27] 54 20 |[>6
Lab015 1 14.8 144 8 J[o2]14] 55] 20 |>6 14.8 14.4 191 [[0.8] 5.6]13.8] 20 |3.1
Lab016 1 14.4 - 0 - - - 20 - 14.4 14.9 82 [[o2][13 ] 6.2 ] 20 |[>6
Lab029 1 14.8 - 0 - - - a2 - 14.8 14.9 145 [[03]2.0] 47 20 |[>6

Total - - 14.6 29 [os]34] - - - - 14.5 2784 (0.7 48 | - - -

25 (Bias)% = { [ | REFTHME (Mean) - EE(E (Target) | ]/ EE{E (Target) } x 100%

YEERZE (TE, Total Error)% = g2%% (Bias)% + 2 x BEFBEAR (CV)

o (Sigma) = (TEa% - &2 (Bias)%) / RETERRMHMBL (CV)

Bt [2017 V][06 V] Change EHHEIRT (CUM) : [ [2014 v|[05 v][01 v| Z [2017 v|[06 v|[30 V|| Change

[TOP]
Control D H&atH# Raténet < EhiER
Control D (Lot No.: AD0326D)
Month (2017/06) CUM (2014/05/01~2017/06/30)
Reagent Kit || T4y Mean | nfor TE || TE Tar. Mean | nfor TE || TE
unian ] (Code £] (U?g%fel:) (UleHb) || Mean || SP g/v) o | o | © (U?g%—lel;) (UlgHb) || Mean || SP (CO/V) o | oo | ©

Lab001 1 4.6 - 0 - - - 20 - 4.6 5.0 1 - - - 20 -
Lab003 1 5.0 - 0 - - - 20| - 5.0 4.9 744 (04| 82 | 183] 20 |[22
Lab004 1 5.0 4.9 4 Jfo2] 41 [J102] 20 ][44 5.0 4.9 143 [[o2] 41 [[102] 20 ][44
Lab006 1 5.0 - 0 - - -2 - 5.0 4.9 117 J[03][ 6.1 ][ 1421 20 3.0
Lab007 1 45 - 0 - - - 20 - 45 45 244 [[0.2][ 44 ][ 89 | 20 [[45
Lab008 1 5.0 47 8 |[o2] 43 ][145] 20 |33 5.0 4.6 266 |[03] 6.5 | 21.0] 20 ][1.8
Lab010 1 5.0 53 3 |lo2] 3.8 ][135] 20 |[3.7 5.0 4.9 121 [[03] 6.1 | 1421 20 |[3.0
Lab011 1 5.0 - 0 - - - 20 - 5.0 5.1 122 J[0.2][ 3.9 ][ 9.8 ][ 20 [[4.6
Lab012 1 5.0 6.0 6 |03] 5.0]300] 20 |[o.0 5.0 5.1 166 [0.6] 11.8]255] 20 ][1.5
Lab013 1 47 - 0 - - -2 | - 47 4.6 252 [[0.2] 43 | 108 20 [ 4.2
Lab014 1 5.0 - 0 - - - 20 - 5.0 4.8 190 [[02] 42 [12.3][ 20 |[38
Lab015 1 5.0 5.9 8 |[o2] 3.4 ][248] 20 [[o.6 5.0 5.0 191 |[o.4] 8.0 [[16.0] 20 |25
Lab016 1 5.0 - 0 - - - 20 - 5.0 4.8 82 J[02] 42 ][123] 20 |[3.8
Lab029 1 5.0 - 0 - - - 20 - 5.0 4.9 145 J[0.2][ 4.1 |[102] 20 [[4.4
Total - - 5.4 29 fos] 11| - - - - 4.8 2784 [04] 83 | - - -

22 (Bias)% = { [ | BEHEI9E (Mean) - BfE{E (Target) | 1/ BZ{E (Target) } x 100%

Y&z (TE, Total Error)% = $R7= (Bias)% + 2 x ReTHBRMAEL (CV)

o (Sigma) = (TEa% - g7 (Bias)%) / RETERMAE (CV)

Azt ¢ [2017 v][06 V] Change E=HHERT (CUM) : |5 [2014 v|[05 v][01 V] 7= [2017 v][06 v][30 V|| Change

[TOP]
Reagent Kit Rgaogde:t

Trinity 1
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