G6PD & RIRBRI S Gt G R SDI 53 Ml

#E%E LotNo © AD0326N (2014-04-01 ~ 2100-12-31)  Change
HIEH 2
| BRI :Lab008 |
‘ ] Control N ] Control D
| QC Control Lot No. | ADO0326N | AD0326D
BRI Month CUM Month CuUM
IR (2017/07) |  (2017/05/01~2017/07/31) | (2017/07) | (2017/05/01~2017/07/31)
\ ZEHEEE (N) 9| 26 R 26
| Z:TME (Mean)UigHb | 147 | 14.8 | 45 | 4.6
| ZHEAE (SD) 03 | 0.4 01| 0.2
| EEEEGE(CV) % |20 | 2.7 |22 | 4.3
| EfE(H (Target) UgHb [ 148 | 14.8 | 50 | 5.0
| s (TE) % | 48 | 5.4 | 144 | 16.7
| mEEsE (TEa)% | 20| 20 20 | 20
| o B >6 | 45 | 2.8
7 (Bias)% = { [ | Z-Pi5{i (Mean) - HE(H (Target)| ]/ H1E{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 07 Change ; ZEHHART (CUM) : B 2017 05 01 £ 2017 07 31 Change
[TOP]
Control N SDI 75 fifE |
Lot No.: AD0326N ; #gEgiifif] : 2017-05-01 % 2017-07-31 ; HIZ{f (Target) : 14.8 ; £ {3 (SD) : 0.5 iz : Lab008
Lab008
+3 5.0,
+2 5.0, r
+1 5,0,
. . . .
Target hd r * hd hd r L s ry * * hd *
-1 5,0, . hd . hd . .
-2 5,0, .
-3 5.0,
Date 05-03 05-06 05-10 05-13 05-17 05-20 05-24 05-27 05-31 06-03 06-07 06-10 06-14 06-17 06-21 06-24 06-26 07-01 07-05 07-08 07-12 07-15 07-19 07-22 07-26 07-29
B4zt © 2017 07 Change ; EEtHARM (CUM): H 2017 05 01 Z&F 2017 07 31 Change
[TOP]
‘ Control D SDI 7r1ffil&l
Lot No.: AD0326D ; fgBif : 2017-05-01 % 2017-07-31 ; EHE{# (Target) : 5.0 ; % f&ms#:22 (SD) : 0.3 Hiflr : Lab008
Lab008
+3 5,0,
+2 5.0,
+1 5,0,
Target = 5
=] o
-1 5.0, 8—pg—8 g = o R — 5
=2 5.0, a =) & =] =] =] =] =] = =] =] =
-3 5.0,
Date 05-03 05-06 05-10 05-13 05-17 05-20 05-24 05-27 05-31 06-03 06-07 06-10 06-14 06-17 06-21 06-24 06-26 07-01 07-05 07-08 07-12 07-15 07-19 07-22 07-26 07-29

H#tst© 2017 07 Change ; EEHHARM (CUM): H 2017 05 01 % 2017 07 31 Change

[TOP]



Control N 7 Control D SDI
paiii=|

Lot No.: AD0326N ; i@l : 2017-05-01 £ 2017-07-31 ; HiZ{H (Target) : 14.8 ; &%= (SD): 0.5 (o)

Lot No.: AD0326D ; B[ : 2017-05-01 F 2017-07-31 ; H{&{H (Target) : 5.0 ; ¥ f@#32 (SD): 0.3 (o) A - Lab008
Lab008
+3 5.D.
+2 5.0, [J
+1 5.0, ]
. e o . g o o . .
Target r * ry =] -] ry . * *
a * o L] L]
-1 5,0, 85 8 S o = a a5 o * s o
=2 5.0, (=] o =] g g o o o o
(m] o

=3 5.0,
Date 05-03 05-06 05-10 05-13 05-17 05-20 05-24 05-27 05-31 06-03 06-07 06-10 06-14 06-17 06-21 06-24 06-28 07-01 07-05 07-08 07-12 07-15 07-19 07-22 07-26 07-29

Hé4tst © 2017 07 change ; ZEEHHAR (CUM): B 2017 05 01 & 2017 07 31 Change

[TOP]




HREREAL GOPD B Wil EFa R (ER—)

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

FEHE Reagent Kit : |1 - Trinity v| Change

BIENBE—
H&st5=
gEtAb
| I I Control N (Lot No.: AD0326N) Il Control D (Lot No.: AD0326D) |
. ¢ ||ReagentKit|| Target | Mean | n for spl CV | TE [ TEa| ||| Target || Mean |n for | |CV| TE | TEa|
UnitD =l code) t{[(U/gHb) | (U/gHb)|[Mean| " |[(%)[[(%) (%) |[(U/gHb)||(U/gHb)|[ Mean|> ) (%) (%) | (%)
Lab004 1 150 [ 15 ]2 - --T20]-][[ 50 49 | 2 J[-J[-] - J2o]-
Lab008 1 148 [ 147 | 9 Jo.3|2.0]4.8] 20 [>¢][][ 5.0 45 | 9 Jo1][2.2]14.4] 20 [4.5
Lab010 1 148 158 | 1 - -1 -T20]-][[ 50 53 -0 - 2o -
Total - 14.8 |[ 12 [o.4][2.7 - 46 | 12 Jo3lles] - - [-
A7 (Bias)% = { [ I%iuﬂzi’%{ﬁ (Mean) - Bf8{E (Target)l / A (Targe) } x 100%
=R (TE, Total Error)% = g7 (Bias)% + 2 x BEF&E(4E (CV)
o (Sigma) = (TEa% - 3&Z= (Bias)%) / REHEBER(AE (CV)
[TOP]

RETHETR

REHHIR © 8 [2014 v][05 v][01 V| Z [2017 v|[07 v|[31 V]| Change
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

) ' Reagent Kit|| Target || Mean | n for SD CV|| TE ||TEa - Target || Mean || n for D CV/|| TE ||TEal -
UnitlD =11 codey ¢ ||(U/gHb) (U/gHb) Mean (%) (%) )| © | lcurenb)[U/atib[Mean|[> o) 26)|l%0)

(Taboor L+ 1a2 J tas | 1] Jo I 46 | 50 JL -]zl
[Labo03 || 1 | 148 | 145 || 744 |.|5.5||13.1|| 20 33[)[ 5.0 ][ 4.9 ][ 744 ][0.4|[8.2][18.3][ 20 |]2.2]
[Laboo4 [ 1 [ 150 [ 149 ] 145]0.3][2.0][4.7][20 [>6]][ 5.0 | 49 | 145]f0.2][4.1][10.2][ 20 |[4.4]
[Labooe [ 1 [ 148 ][ 148 J 117 |o.6[4.1][8.1][20 [4.9]][ 5.0 | 4.9 ][ 117]0.3][6.1][14.2][20]3.0]
[Laboo7 [ 1 | 13.8 [ 13.7 J244]0.5][3.6][8.0][20 [5.4]] 45 | 45 | 244]f0.2][4.4][8.9][20 ][4.5]
[Laboos || 1 [ 148 [ 144 | 275 |o.6][4.2]11.0][20 [41]][ 5.0 | 4.6 ][275]0.3][6.5]21.0][20][1.8]
[Laboto [ 1 [ 148 |[ 146 | 122]0.7][4.8][10.9][20 [3.9]][ 5.0 | 4.9 | 122]f0.3|[6.1][14.2][ 20 |3.0]
[Labott [ 1 [ 148 ][ 149 J 122]0.3]2.0][4.7][20 [>6]][ 5.0 | 5.1 ][ 122]f0.2][3.9][9.8][20 ]l4.6]
[Laboi2 [ 1 [ 148 [ 142 J113]o.3][3.5]ir1][20 4.6 5.0 | 47 ] 113]f0.2][4.3][14.5][20]3.3]
[Labo3 [ 1 150 ][ 150 J252]0.2[13][2.7][20 [>6]][ 47 | 46 ][ 252 |---m-
Lab014 1 148 |[ 148 [ 190 J04[2.7][5.4][20 [>6]][ 5.0 | 4.8 ][ 190 [0.2][4.2][12.3][ 20 |3.§]
Lab015 1 148 |[ 144 ] 191 Jo.8[5.6]13.8][ 20 [3.1][ 5.0 ][ 5.0 ][ 191 ]j0.4|[8.0][16.0][ 20 |22.5]
Lab016 1 144 ][ 149 [ 82 Jo2[13][62][20 [>6]][ 5.0 ][ 48 | 82 Jo-2][4.2][12.3][ 20 ]}3.]
Lab029 1 148 |[ 149 | 145 ]0.3][2.0][4.7][20 [>6[][ 5.0 ][ 4.9 ][ 145]0.2][4.1][10.2] 20 |[4.4]
Total - 14.6 ]2743][0.7][4.8 - 4.8 |[2743][04][8.3][ - |[ - |[-]

A3 (Bias)% = { [ | ;%iuﬂiiéjﬁ (Mean) - EfZ{E (Target) | ] | / E’FE{E (Target) } x 100%
yE=R2E (TE, Total Error)% = #R2= (Bias)% + 2 x BEHER&E (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / RatER{AE (CV)
[TOP]

| Reagent Kit |Reagent Code]
|Trinity ”1 |




SinEREArL G6PD EEigiy NEmESETER (BR")
##$2 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) V| Change |

3EFE Reagent Kit : [1 - Trinity vI Change

FIEN#RZ=_
| Control N A ¥t B Bitérat 2 EEE |
| | | Control N (Lot No.: AD0326N) |
| i i Month (2017/07) Il CUM (2014/05/01~2017/07/31) |
Unitip * Reagent Kit Target Mean n for D CV || TE || TEa s Target Mean n for D CV|| TE || TEa -
- (Code) t (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) | (U/gHb) || Mean (%) || (%) || (%)
Lab001 1 14.2 - 0 - -l - 20| - 14.2 14.8 1 - - - 20 -
Lab003 1 14.8 - 0 - -0 - 20 - 14.8 14.5 744 0.8 55/ 13.1] 20 |[3.3
Lab004 1 15.0 15.1 2 - - - 20 | - 15.0 14.9 145 (103 2.0 4.7 || 20 || >6
Lab006 1 14.8 - 0 - -0 - 20 | - 14.8 14.8 117 [|0.6] 4.1 8.1 | 20 [4.9
Lab007 1 13.8 - 0 - - - 20 | - 13.8 13.7 244 110.513.6| 8.0 || 20 ||5.4
Lab008 1 14.8 14.7 9 [|03]2.0]48]| 20 |[>6 14.8 14.4 275 0.6 4.2 11.0 | 20 [4.1
Lab010 1 14.8 15.8 1 - - - 20 | - 14.8 14.6 122 0.7 4.8 |[10.9 || 20 |3.9
Lab011 1 14.8 - 0 - - - 20 | - 14.8 14.9 122 (103 2.0 4.7 || 20 || >6
Lab012 1 14.8 - 0 - -l - 20 | - 14.8 14.2 113 {[0.5]3.5]/11.1| 20 [4.6
Lab013 1 15.0 - 0 - - - 20 | - 15.0 15.0 252 (0.2 1.3 || 2.7 || 20 |[>6
Lab014 1 14.8 - 0 - - - 20 | - 14.8 14.8 190 (04127 54 || 20 || >6
Lab015 1 14.8 - 0 - - - 20 | - 14.8 14.4 191 (0.8 5.6 13.8( 20 (3.1
Lab016 1 14.4 - 0 - - - 20 | - 14.4 14.9 82 102 1.3 6.2 || 20 || >6
Lab029 1 14.8 - 0 - - - 20 | - 14.8 14.9 145 (03 2.0 4.7 || 20 || >6
Total - - 14.8 12 (10427 - - - - 14.6 2743 |10.7) 4.8 - - -

32 (Bias)% = { [ | BEHFI9ME (Mean) - BE{E (Target) | ]/ EE{E (Target) } x 100%

4EER7E (TE, Total Error)% = 372 (Bias)% + 2 x BT E/ARL (CV)

o (Sigma) = (TEa% - ZRZ= (Bias)%) / RetBERAB (CV)

B4zt [2017 v|[07 V]| Change BRI (CUM) : H [2014 v|[05 V][0T V] = [2017 Vv|[07 V| [31 V]| Change

[TOP]
| Control D A& 8 BEE et 2 EEEEE |
| | | Control D (Lot No.: AD0326D) |
| I I Month (2017/07) Il CUM (2014/05/01~2017/07/31) |
Unitip £ Reagent Kit Target Mean n for D CV || TE || TEa s ] Target Mean n for D CV | TE | TEa -
- (Code) * (U/gHb) || (U/gHb) || Mean (%) || (%) | (%) (U/gHb) || (U/gHb) | Mean %) || (%) || (%)

Lab001 1 4.6 - 0 - - - 20| - j 4.6 5.0 1 - - - |20 | -
Lab003 1 5.0 - 0 - - - 20| - : 5.0 4.9 744 |[0.4] 8.2 183 20 |22
Lab004 1 5.0 4.9 2 - - - 20 || - : 5.0 4.9 145 1|02 4.1 | 10.2 20 |44
Lab006 1 5.0 - 0 - - - 20 | - : 5.0 4.9 117 1|03 6.1 || 142 20 | 3.0
Lab007 1 4.5 - 0 - - - 20 | - : 4.5 4.5 244 (102 4.4 8.9 || 20 (4.5
Lab008 1 5.0 4.5 9 0.1]{2.2 ] 14.4| 20 ||4.5 : 5.0 4.6 275 (|03 6.521.0( 20 | 1.8
Lab010 1 5.0 5.3 1 - - - 20 | - : 5.0 4.9 122 1|03 6.1 || 142 20 | 3.0
Lab011 1 5.0 - 0 - - - 20 | - : 5.0 5.1 122 1|02 3.9 9.8 | 20 | 4.6
Lab012 1 5.0 - 0 - - - 20 | - : 5.0 4.7 113 1|02 4.3 || 14.5| 20 |3.3
Lab013 1 4.7 - 0 - - - 20 | - : 4.7 4.6 252 1|02 4.3 | 10.8| 20 |4.2
Lab014 1 5.0 - 0 - - - 20 | - : 5.0 4.8 190 ||{0.2 4.2 | 12.3| 20 | 3.8
Lab015 1 5.0 - 0 - - - 20 | - : 5.0 5.0 191 |{0.4 8.0 (| 16.0| 20 | 2.5
Lab016 1 5.0 - 0 - - - 20 | - : 5.0 4.8 82 (|02 42123 20 (3.8
Lab029 1 5.0 - 0 - - - 20 | - : 5.0 4.9 145 1|02 4.1 | 10.2 20 |44
Total - - 4.6 12 ]/0.3][ 6.5 - - - : - 4.8 2743 (0.4 8.3 - - -

32 (Bias)% = { [ | BEHFI9ME (Mean) - B#E{E (Target) | 1/ EAEE (Target) } x 100%

487722 (TE, Total Error)% = 522 (Bias)% + 2 x BEEFEEAE (CV)

o (Sigma) = (TEa% - ZRZ= (Bias)%) / Rt EBERAB(CV)

H&st : [2017 v|[07 V]| Change BEHHERT (CUM) : H [2014 V|[05 V| [01 V] & [2017 V]|[07 V]| [31 V]| Change

[TOP]
Reagent Kit IReagent Code

Trinity 1
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