G6PD & &b ElmE

Heat&E R e SDI S3{fiilH]

#E4%E LotNo : AA1223N (2012-10-01 ~ 2100-12-31)  Change
FUE
. MREREfr:Lab030 |
\ | Control N \ Control D
\ QC Control Lot No. | AA1223N \ AA1223D
— Month CUM Month CUM
AR (2016/07) (2014/03/01~2016/07/31) (2016/07) (2014/03/01~2016/07/31)
\ ZEHE (N) I 26 I 26
| E:EH9(E (Mean)UigHb | 14.8 | 14.7 42 | 4.7
\ Rt (SD) | - 0.4 I 0.4
| EHEEEHEOCV% [ - | 27 I 8.5
\ H (g (Target) U/gHb [ 154 | 15.4 a3 43
\ 4aza7= (TE) % | - \ 10.0 \ - | 26.3
| mEEsE (TEa)% | 20| 20 20 | 20
\ o L \ 5.7 - | 1.3
27 (Bias)% = { [ | B57451 (Mean) - FIfZffi (Target)| ]/ EfZ{H (Target) } x 100%
HusR7= (TE, Total Error)% = ##5% (Bias)% + 2 x REHEF{GE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / REFEFAHE (CV)
H&iat : 2016 07 Change ; EETHARY (CUM): H 2014 03 01 % 2016 07 31 Change
[TOP]
Control N SDI /{fiE |
Lot No.: AA1223N ; #ERART : 2014-03-01 & 2016-07-31 ; F{E{H (Target) : 15.4 ; &2 4E:#5= (SD) : 0.5 iz 1 Lab030
Lab030
+3 5.0,
+2 5.0,
+1 5.0,
Target o ¢ .
-1 5.D o ° hd . hd
A L] * . .
-2 5.0, bt . bt * * . L ] ¢ L ] L ]
. -
-3 5.0, hd
L ]
Date 03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17 04-14 04-22 06-12 05-25 09-23 10-13 11-26 12-24 01-20 02-25 03-15 04-15 05-12 06-16 07-06
A4 &t : 2016 07 Change ; EEHHARI (CUM): H 2014 03 01 % 2016 07 31 Change
TOP
Control D SDI /{fiE |
Lot No.: AA1223D ; kizERHART : 2014-03-01 Z 2016-07-31 ; FE{H (Target) : 4.3 ; £ =422 (SD) : 0.3 AL : Lab030
Lab030 o
+3 5.0, =3 = = = =)
o o
+2 5.0, =)
o o
+1 5.0, 8 a2 g 8 = 50 4 8
Target i 5] 5 g 5
-1 5.0,
=2 5,0,
=3 5.0,
Date 03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17 04-14 04-22 06-12 08-25 09-23 10-13 11-26 12-249 01-20 02-25 03-15 04-15 05-12 06-16 07-06

B4zt © 2016 07 cChange ; ZEEHHARI (CUM): [H 2014 03 01 % 2016 07 31 Change

TOP



Control N ; Control D SDI
paxiiili=i

Lot No.: AA1223N ; f&EHART : 2014-03-01 & 2016-07-31 ; HfE(H (Target) : 15.4 ; S+EfT#35 (SD): 0.5 (o)
Lot No.: AA1223D ; #EaffiR] : 2014-03-01 % 2016-07-31 ; HiZ(H (Target) : 4.3 ; &% @47 (SD): 0.3 (o) iz Lab030

Lab030
+3 5,0,

+2 5.0,
+1 5.0,
Target
-1 5.0,
=2 5,0,
=3 5.0,

Date

03-11 03-19 04-21 05-20 07-18 07-22 09-23 11-21 12-18 02-13 03-17 04-14 04-22 06-12 05-25 09-23 10-13 11-26 12-24 01-20 02-25 03-15 04-15 05-12 06-16 07-06

H4tst© 2016 07 Change ;  ZEEHHART (CUM): [ 2014 03 01 & 2016 07 31 Change

TOP




HiREREAL GOPD EEME Nl mEGETER (HR—

)

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

HEFE Reagent Kit |1 - Trinity vI Change

LR

A#at®

| I I Control N (Lot No.: AA1223N) i Control D (Lot No.: AA1223D) |
— Reagent Kit || Target | Mean || n for splCV| TE | TEa HH Target | Mean | nfor || |CV|ITE TEa|E
“ || (Code) t || (U/gHb) || (U/gHb)|[Mean|[>" | (%)[|(%)] (%) || || (U/gHb) | (U/gHb) [ Mean|| >~ | (%)||(%)] (%)
Lab030 1 154 | 148 |1 [ - - 20 ][I 43 a2 v -0 - - T20]
Total - 148 |1 - - HE - a2 [ -1
S22 (Bias)% = { [ | pREaET (Mean) - FIBEHE (Target) | 1/ i (Target) } x 100%

R (TE, Total Error)% =

Rz (Bias)% + 2 x RETERMAHE (CV)

o (Sigma) = (TEa% - ZR7= (Bias)%) / RaTER(AE (CV)

[TOP]

RETHETR

BEHHAR : B [2012 v|[10 v|[01 v| Z[2016 v|[07 V|[31 V|| Change

Control N (Lot No.: AA1223N)

Control D (Lot No.: AA1223D)

[TOP]

UnitlD £ Reagent Kit| Target | Mean || n for CV|| TE ||TEa - Target | Mean |n for CV|| TE TEaE
“ || (Code) £ | (U/gHb)||(U/gHb)|[Mean||>" [|(%)|| (%) || (%) (U/gHb) | (U/gHb) | Mean|[> || (%) || (%) || (%)

[Labool || 1 | 154 [ 15.1 [o2][13][4.6][ 20 |[>6][][ 43 | 44 [0.1][2.3][6.9]] 20 |[>6]
[Laboo2 [ 1 [ 146 ][ 151 [ 71 Jo.8][5.3][14.0][ 20 |3.1][J[ 5.0 [ 48 ] 71 ]jo.3][6.3][16.5][ 20 |]2.5]
[Laboo3 | 1 | 146 ][ 146 255 o.5|[3.4][6.8][ 2059 43 | 43 [ 255]0.3][7.0][14.0][ 20 |22.9]
[Laboo4 [ 1 [ 151 ][ 151 [ 50 Jo.4|[2.6][53][20]>6]][ 44 [ 43 ] 50 Jjo.2][4.7][11.6][ 20 |3.8]
[ Laboos | 1 | 154 ][ 146 ][ 56 Jo.7)[4.8][14.8][ 20 3] 43 | 43 [ 56 Jjo2|[4.7][9.3][ 20 ][4.3]
[Laboo7 [ 1 [ 14 ][ 151 ][ 153 Jo.9][6.0][19.8][ 20 J2.0][ 46 [ 44 ] 153]j0.4][9.1][22.5][20][1.7]
[Laboos | 1 | 150 ][ 147 J[123 o.5|[3.4][8.8][20][53[][ 43 | 42 [ 123]0.2][4.8][11.8][ 20 3.7]
[Labolo |[ 1 [ 144 ][ 141 ][ 73 Jo4|[2.8][7.8][20|>6]][ 43 | 42 ] 73 J0.2][4.8][11.8][20]3.7]
[Laboll [ 1 | 154 ][ 152 ][ 45 Jo9|s.9]13.1][20 |32 43 | 44 [ 45 Jjo.5|[11.4][25.1][ 20 |[1.6]
[Labor2 [ 1 [ 147 ][ 147 [ 58 Jo4|2.7][54][20]>6]][ 47 | 45 | 58 J0.2][4.4][13.1][20]3.6]
[Labo13 [ 1 | 150 ][ 150 J[ 98 Jo2|[13][2.7][20][>6]][ 43 | 43 [ 98 Jjo.2|[4.7][9.3][ 20 |[4.3]
[[Labo14 |[ 1 [ 154 ][ 151 ][ 103 Jo4][2.6][72][ 20 |[>6][][ 43 | 42 ] 103 ][0.2][4.8][11.8][20]3.7]
[Labols [ 1 | 154 ][ 153 142 Jo.8|[s2][ira][20 |37 43 | 46 [ 142]0.3][6.5][20.0][ 20 |[22.0]
[Lab02o [ 1 [ 156 ][ 155 ][ 51 Jrol[6.5][13.5][ 20 J3.o[][ 46 | 46 ] 51 Jo0.4][8.7][17.4][20]]2.3]
Lab030 1 154 | 148 | 43 3.4[[10.7][ 20 |4.7]]| 4.3 4.6 | 43 8.7[24.4][ 20 ][1.5]

Total - 14.9 |13260.7)|4.7] - || - || - - 44 |1326 o8] - |- 1[-]
Rz (Bias)% = { Ii'?iiu+¥t§{§ (Mean) - EBYE (Target) | ]/ BFE (Target) } x 100%
gEsnsE (TE, Total Error)% = §82% (Bias)% + 2 x REFEEAAE (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / RatEREE (CV)

| Reagent Kit [Reagent Code|

[Trinity

[




HiabaEE A GoPD F Bk NEmESETER (FRT)

3EF LotNo : [AA1223N (2012-10-01 ~ 2100-12-31) V| Change |

3§ Reagent Kit : [1-Trinity ™| Change |

| Control N B#istH Bat¥ist 2 thi® |
Control N (Lot No.: AA1223N)
Month (2016/07) CUM (2012/10/01~2016/07/31)
ok Reagent Kit Target Mean n for CV || TE | TEa Target Mean n for CV || TE | TEa
UnitID £ (Code) * (Ulgib) | (U/ghb) | Mean || 5P| @) | @) | @) [°] || wighb) | (Uletb) | Mean | SP| @) || o) | o) | ©
Lab001 1 154 - 0 - - - 20 | - 154 15.1 5 021 1.3 4.6 20 || >6
Lab002 1 14.6 - 0 - - - 20 | - 14.6 15.1 71 0.8 531 140 20 | 3.1
Lab003 1 14.6 - 0 - - - 20 |- 14.6 14.6 255 051 34| 6.8 20 |59
Lab004 1 15.1 - 0 - - - 20 |- 15.1 15.1 50 041 26| 53 20 || >6
Lab006 1 15.4 - 0 - - - 20 |- 15.4 14.6 56 0.7 48 || 148 | 20 | 3.1
Lab007 1 14 - 0 - - - 20 |- 14 15.1 153 09| 6.0 | 198 20 | 2.0
Lab008 1 15.0 - 0 - - - 20 | - 15.0 14.7 123 05| 34| 88 20 (5.3
Lab010 1 14.4 - 0 - - - 20 | - 14.4 14.1 73 041 28| 7.8 20 || >6
Lab011 1 15.4 - 0 - - - 20 | - 15.4 15.2 45 09 59| 13.1 | 20 3.2
Lab012 1 14.7 - 0 - - - 20 |- 14.7 14.7 58 041 27| 54 20 || >6
Lab013 1 15.0 - 0 - - - 20 |- 15.0 15.0 98 0214 1.3 | 2.7 20 || >6
Lab014 1 15.4 - 0 - - - 20 |- 15.4 15.1 103 041 26| 7.2 20 || >6
Lab015 1 154 - 0 - - - 20 | - 15.4 15.3 142 0.8 52| 11.1 || 20 3.7
Lab029 1 15.6 - 0 - - - 20 | - 15.6 15.5 51 1.0 651 13.5| 20 3.0
Lab030 1 15.4 14.8 1 - - - 20 | - 15.4 14.8 43 0.5] 341 107 | 20 4.7
Total - - 14.8 1 - - - - - - 14.9 1326 || 0.7 | 4.7 - - -
SR (Bias)% — { | | REFPHI(E (Mean) - EVEUE (Targer) | 1/ EBA (Targe) } x 100%
#5572 (TE, Total Error)% = 3RZ (Bias)% + 2 x BEE R4 (CV)
o (Sigma) = (TEa% - 382 (Bias)%) / BETEREE (CV)
At FEHIRT (CUM) : & [2012 V] [10 v][07 V] Z [2016 ] [07 V][31 ] [ Change |
[TOP]
| Control D B&a A Bat#iat 2 iR |
| | I Control D (Lot No.: AA1223D) |
Month (2016/07) CUM (2012/10/01~2016/07/31)
" Reagent Kit Target Mean n for CV || TE | TEa Target Mean n for CV | TE || TEa
UnitID £ (Code) * (U/ghib) | (U/ghib) | Mean || SP | @) || @) | @) [l Uigtb) || (Uigkb) | Mean || SP | @) | @) || o) | ©
Lab001 1 4.3 - 0 - - - 20 |- 43 4.4 5 0.1 23 6.9 20 || >6
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 4.3 255 0.3 7.0 || 14.01|[ 20 | 2.9
Lab004 1 4.4 - 0 - - - 20 | - 4.4 4.3 50 021 4.7 || 11.6| 20 | 3.8
Lab006 1 43 - 0 - - - 20 |- 43 43 56 021 4.7 9.3 20 ([ 4.3
Lab007 1 4.6 - 0 - - - 20 |- 4.6 4.4 153 041 9.1 ||225] 20 (1.7
Lab008 1 4.3 - 0 - - - 20 |- 4.3 4.2 123 02| 48 | 11.81| 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 58 021 44 | 13.1 20 | 3.6
Lab013 1 43 - 0 - - - 20 |- 43 4.3 98 021 4.7 9.3 20 | 4.3
Lab014 1 4.3 - 0 - - - 20 |- 4.3 4.2 103 021 48 || 11.8 | 20 | 3.7
Lab015 1 4.3 - 0 - - - 20 |- 4.3 4.6 142 |{0.3| 6.5 | 20.0( 20 2.0
Lab029 1 4.6 - 0 - - - 20 |- 4.6 4.6 51 04| 87 || 1741 20 | 2.3
Lab030 1 4.3 4.2 1 - - - 20 |- 4.3 4.6 43 04| 87 | 2441 20 | 1.5
ot e [ [l - #a [ josfes |- - -]
BR2E (Bias)% = { [ | BeF P9 (Mean) - BE{E (Target) | ]/ BB (Target) } x 100%
4EER7= (TE, Total Error)% = g7 (Bias)% + 2 x REHBE/AE (CV)
o (Sigma) = (TEa% - 382 (Bias)%) / BETEREE (CV)
Bt ¢ [2016 v][07 V|| Change | FEEHHART (CUM) : F [2012 V] [10 V][0T V| Z [2016 V|[07 V|[31 V][ Change
[TOP]

Reagent Kit

||Reagent Code

(Trinity

1
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