2017 # 05 * G6PD % Et#% FHZP N&5F+HFL |

Bl A 4, ‘s, =~ 55 4L s z
- T %}41:.%5 hdl S ?Eﬁi}]\ FKFE\—:’?"‘F"%L?%-T

G6PD Control N Control D
(Lot No.:AD0326N) (Lot No.:AD0326D)
S H = 6 6

Bow 3R Fe (n) 33 33
® =% (Median) 14.5 (U/gHb) 5.1 (U/gHb)
T 2@ (Mean) 14.6 (U/gHb) 5.2 (U/gHb)

%% (SD) 0.6 0.6
%3 %k (CV) 4.1% 11.5%

G6PD t& &% & 4 [l 13.6 ~ 16.1 (U/gHb) 4.4~ 6.0 (U/gHb)

Hb & % (& 4 [l 2.0~ 2.7 (g/dL) 2.2~2.6(g/dL)

*EF B R AME CwdR gt Bdp R A3 E AT

** G6PD Method = Trinity reagent kit, 37°C

— % s n PN =~ v S R N S
S teEFE AT FHREPINEE E A TR ey
--------- BEE 69 T2 ME = 14.6 (U/gHD)
Control N - &kﬁ
----- & F ey BAE{4 (Target Value)
(U/gHb)
18.0
17.0 1 b
+3SD O 377
16.0 — +2SD Q1
I S
== R
14 6 ......... . “ .............................................. i ............................................................
14.0 - —
1 — BME
—28D
13.0 —3SD
12.0
1o Lab004 Lab008 Lab010 Lab012 Lab015 Lab029
n= s o 4 s 9 1
"""" B AL 64 34944 = 5.2 (U/gHb)
Control D
(U/gHb) & ¥ ey B 544 (Target Value)
7.0 +3SD
6.5
+2SD

4.0 —2SD
3.5+
—3SD
3.0 T T T T T
Lab004 Lab008 Lab010 Lab012 Lab015 Lab029
n= 5 o 4 5 9 1

B EAFEGE S X ET TEL02-2703-6080 ;

FAX:02-2703-6070 ; <g6pd@g6pd.tw> ; <http://igc.g6pd.tw/>

PAIF



G6PD & RIRBRI S GG R SDI 53 Ml

#E%E LotNo © AD0326N (2014-04-01 ~ 2100-12-31)  Change
FIENf 2
. BRI :Lab029 |
‘ ] Control N ] Control D
| QC Control Lot No. | ADO0326N | AD0326D
BRI Month CUM Month CUM
IR (2017/05) | (2016/10/25~2017/05/31) | (2017/05) | (2016/10/25~2017/05/31)
| FEHEH (N) I 26 I 26
| EEPME (Mean)UigHb | 151 | 14.9 | 51 | 5.0
| Zx kS (SD) y - \ 0.2 y - \ 0.1
| BHERGECV)% | - | 13 - 2.0
\ H (g (Target) U/gHb | 148 | 14.8 | 50 | 5.0
| HaRzE (TE) % | . | 3.4 | - \ 4.0
| mEEsE (TEa)% | 20| 20 20 | 20
| o - >6 - 6
872 (Bias)% = { [ | 5 FFi9(H (Mean) - HIE{E (Target)|]/ HAE(H (Target) } x 100%
4534 (TE, Total Error)% = 3275 (Bias)% + 2 x ZET4E5{48 (CV)
o (Sigma) = (TEa% - iz (Bias)%) / RET#RAE (CV)
H&izt© 2017 05 Change ; ZEEHHAR] (CUM): B 2016 10 25 £ 2017 05 31 Change
(TOP]
Control N SDI 75 fifE |
Lot No.: ADO326N ; fEgHAfs : 2016-10-25 F 2017-05-31 ; FE(H (Target) : 14.8 ; &5 &:#3= (SD) : 0.5 FAL : Lab029
Lab029
+3 5.0,
+2 5.0,
+1 5.0,
Target * * * * L] L] . . . * . L] . . - * . . * s *
L] * *
-1 5.D.
=2 5.D.
=3 5.D.
Date 10-25 11-01 11-08 11-08 11-08 11-15 11-22 11-29 12-06 12-20 12-27 01-10 01-17 01-24 02-07 02-14 02-21 02-28 03-07 03-14 03-21 03-26 04-11 04-19 04-25 05-02

H&gst © 2017 05 Change ; ZEEHHARD (CUM): H 2016 10 25 £ 2017 05 31 Change
[TOP]
‘ Control D SDI 43 fi[E
Lot No.: AD0326D ; & EgHARE] © 2016-10-25 £ 2017-05-31 ; HZ{H (Target) : 5.0 ; & {Z#E7= (SD) : 0.3 Bz : Lab029
Lab029
+3 5.0,
+2 5.0,
+1 5.0, a8
Target i 5 it it 2 i o i i ] o = o = = 5 = o = o = =
-1 5.D. a
-2 5.D.
=3 5.D.
Date 10-25 11-01 11-08 11-08 11-08 11-15 11-22 11-29 12-06 12-20 12-27 01-10 01-17 01-24 02-07 02-14 02-21 02-28 03-07 03-14 03-21 03-26 04-11 04-19 04-25 05-02

H4rgst © 2017 05

Change

)

ZEHRE (CUM) : B 2016 10 25 & 2017 05 31

Change

[TOP]



Control N 7 Control D SDI
paiii=|

Lot No.: AD0326N ; i@l : 2016-10-25 £ 2017-05-31 ; HiZ{H (Target) : 14.8 ; &&= (SD): 0.5 (o)

Lot No.: AD0326D ; B[ : 2016-10-25 F 2017-05-31 ; H{&{H (Target) : 5.0 ; ¥ f@#32 (SD): 0.3 (o) AL Lab029
Lab029
+3 5.0,
+2 5.0,
+1 5.0, =]
L ] L L ] L L L ] L
Target |2 ¢ s s o ® L2 : 8 9@ U T— o & 8
o ] e . &5 = o ¢ .
-1 5,0,
=2 5.0,
=3 5.D.
Date 10-25 11-01 11-08 11-08 11-08 11-15 11-22 11-29 12-06 12-20 12-27 01-10 01-17 01-24 02-07 02-14 02-21 02-28 03-07 03-14 03-21 03-26 04-11 04-19 04-25 05-02
H4ist © 2017 05 Change ; EEHHART (CUM): B 2016 10 25 % 2017 05 31 Change

[TOP]




FiuBR B GOPD E Binlk NEmERETER (ER—)

JE3E LotNo : [ADO326N (2014-04-01 ~ 2100-12-31) | Change |

38E4E Reagent Kit : | 1 - Trinity vl Change

SUEN#BR—

H&atR
Gt Aty : [2017 v][05 V] Change
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)
Reagent Kit || Target || Mean || n for TE || TEa Target | Mean | n for V || TE || TEa

uniuplL] Codol L] || ettt | U/ttt | vean |5 oo oo o ° ||| et | et | Mean [S2] e | oo [ 0] °
Lab004 1 15.0 14.7 5 |0.4(2.7]7.4] 20 ||>6 5.0 4.9 5 0.2 4.1 ||10.2|| 20 ([4.4
Lab008 1 14.8 14.8 9 |[0.2{1.4(2.7] 20 |[>6 5.0 4.6 9 |[0.1ff 2.2 |[12.3]| 20 ||5.5
Lab010 1 14.8 15.6 4 |[0.3][1.9)/9.3| 20 |[>6 5.0 5.1 4 |[0.1][ 2.0 ]| 5.9 || 20 [[>6
Lab012 1 14.8 14.4 5 |[0.4{2.8|8.3] 20 |[>6 5.0 5.8 5 ][0.2{f 3.4 |[{22.9] 20 ||1.2
Lab015 1 14.8 14.1 9 [0.3([2.1/9.0] 20 |[>6 5.0 5.8 9 |[0.2{f 3.4 |[22.9] 20 ||1.2
Lab029 1 14.8 15.1 1 - - -l 20| - 5.0 5.1 1 - - - 120 -

Total - - 14.6 33 ([0.6(4.1] - - - - 5.2 33 |[0.6]11.5] - - -

ER2E (Bias)% = { [ | BEHPIGME (Mean) - EHE{E (Target) | ]/ BHE{E (Target) } x 100%

#8ER2E (TE, Total Error)% = 5872 (Bias)% + 2 < REtERAH (CV)

o (Sigma) = (TEa% - E7 (Bias)%) / Bt ER/AH (CV)

[TOP]
TR
EEHHARE ¢ B (2014 V|05 v|[01 v|ZE (2017 v|[05 V| |31 v|| Change
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)
Reagent Kit

uniupl£] (Code) L] (Ui |ttt | Mean [P o o | 0| © | | et | ety [ ean | P o [ | o | ©
Lab001 1 14.2 14.8 1 - - - | 20 | - 4.6 5.0 1 - - - 20 -]
Lab003 1 14.8 14.5 744 10.8] 5.5(/13.1f 20 (3.3 5.0 4.9 744 1[0.4][ 8.2 |[18.3] 20 ][2.2]
Lab004 1 15.0 14.9 139 110.3]12.0]| 4.7 || 20 |[>6 5.0 4.9 139 [[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 J[0.3][ 6.1 [[14.2][ 20 |[3.0]
Lab007 1 13.8 13.7 244 10.5)13.6| 8.0 || 20 ||5.4 4.5 4.5 244 Jo2][ 4.4 8.9 20 |[4.5]
Lab008 1 14.8 14.4 258 [[0.6]|4.2([11.0]| 20 ||4.1 5.0 4.6 258 [[0.3][ 6.5 |[21.0] 20 |[1.8]
Lab010 1 14.8 14.6 118 1[0.7]4.8{/10.9{ 20 |([3.9 5.0 4.8 118 [[0.3][ 6.3 [16.5] 20 |[2.5]
Lab011 1 14.8 14.9 122 110.3]12.0|| 4.7 || 20 [[>6 5.0 5.1 122 J[0.2][ 3.9 ][ 9.8 ] 20 |[4.6]
Lab012 1 14.8 14.2 160 ||0.5)13.5]|11.1] 20 ||4.6 5.0 5.1 160 [[0.6][11.8][25.5] 20 |[1.5]
Lab013 1 15.0 15.0 252 110.2]1 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)12.7|| 5.4 | 20 [[>6 5.0 4.8 190 [[0.2][ 4.2 [12.3] 20 |[3.8]
Lab015 1 14.8 14.4 183 {(0.8][5.6[|13.8(f 20 ||3.1 5.0 4.9 183 [[0.4][ 8.2 |[18.3][ 20 |[2.2]
Lab016 1 14.4 14.9 82 1[0.2][ 1.3 6.2 || 20 ||>6 5.0 4.8 82 10.2(| 4.2 [[12.3|f 20 ||3.8
Lab029 1 14.8 14.9 145 110.3]12.0|| 4.7 || 20 |[>6 5.0 4.9 145 ][0.2][ 4.1 |[10.2] 20 |[4.4]
Total - - 14.5 2755 110.7([ 4.8 - - - - 4.8 275510.4|f 83| - -

B3 (Bias)% — { [ | RAFFAIME (Mean) - EVEBME (Targer) | 1/ FBHH (Target) } x 100%

4R (TE, Total Error)% = 527 (Bias)% + 2 x BEHEE(RE (CV)

o (Sigma) = (TEa% - gRz= (Bias)%) / RatEE/GH (CV)

[TOP]
Reagent Kit Rg:)gdeent

Trinity 1




ZieERE A GoPD FERE NEMESTER (BFR2)

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

32 Reagent Kit © [ 1 - Trinity v| Change

Control N A& EL BT #iat 2 LhE:®=
Control N (Lot No.: AD0326N)
Month (2017/05 CUM (2014/05/01~2017/05/31)
Reagent Kit || Target Mean || nfor CV | TE || TEa Target Mean || n for cv | TE | TEa
uniap[£] (Codo 1] (U/gflg-lb) (U/gHb) | Mean || SP{ @) || @) || <) | © (U/g%—lb) (U/gib) || Mean || Pl @) || @) || ) || ©
Lab001 1 14.2 - o [--1-T1Tz2T7- 14.2 14.8 1 - - 20 -
Lab003 1 14.8 - o [ - -1 -1T2T1- 14.8 14.5 744 o8] 55 |[13.1] 20 |[33
Lab004 1 15.0 147 5 J[oa] 2774 20 |[>6 15.0 14.9 139 [03][20] 47 |[ 20 |[>6
Lab006 1 14.8 - o [--1-T1Tz21- 14.8 14.8 117 [o6 41| 81 20 [[49
Lab007 1 13.8 - o [ - -1-1z2T7- 13.8 137 244 |[05][3.6] 80 || 20 [[5.4
Lab008 1 14.8 14.8 9 [o2][1a]27] 20 [>6 14.8 14.4 258 J[0.6] 42 ][11.0] 20 |[4.1
Lab010 1 14.8 15.6 4 [o3][19][93] 20 [>6 14.8 14.6 18 [[07][48] 109 20 |39
Lab011 1 14.8 - o [ - -1-1z21- 14.8 149 122 0320 47 || 20 |[>6
Lab012 1 14.8 144 s J[oa] 2883 20 [[>6 14.8 14.2 160 [[0.5] 3.5 |[tr1]f 20 |46
Lab013 1 15.0 - o [ - -1 -1T2T1- 15.0 15.0 252 o213 ] 2.7 | 20 |[>6
Lab014 1 14.8 - o [ - -1-1z201- 14.8 14.8 190 [04][27] 54 | 20 |[>6
Lab015 1 14.8 14.1 9 Jfo3]21]90] 20 [[>6 14.8 144 183 [[0.8] 5.6 [ 13.8] 20 |[3.1
Lab016 1 144 - o [ - -1-1z27- 14.4 14.9 82 J[o2][13][ 62 | 20 |[>6
Lab029 1 14.8 15.1 1 - - 20| - 14.8 14.9 145 03] 20 47 | 20 |[>6
Total - - 14.6 33 Josl[41] - | - |- - 145 2755 o748 - | - | -
B2 (Bias)% = { [ | BEFPISME (Mean) - B (Target) | 1/ EEEME (Target) } x 100%
{EERZ= (TE, Total Error)% = A2 (Bias)% + 2 x BEFERAE (CV)
o (Sigma) = (TEa% - 887 (Bias)%) / REHBRAR (CV)
Agst : [2017 v|[05 V] | Change | EEHEAR (CUM) © [ [2014 v|[05 v][01 v]7[2017 v|[05 v|[31 ]| Change
[TOP]
Control D H&RETEL BT #iatT 2 LhEE®R
Control D (Lot No.: AD0326D)
Month (2017/05) CUM (2014/05/01~2017/05/31)
Reagent Kit || Target Mean | nfor CV || TE | TEa Target Mean || n for CV | TE || TEa
unitinl ] (Codo 1] (U/g%—lb) (U/gib) || Mean | SP| @) || @) | @) | © (U/g%—lb) (U/gtib) || Mean | SP| @) || @) | @) | ©
Lab001 1 46 - o |[- -1 - 1201 - 46 5.0 1 - - 20 -
Lab003 1 5.0 - o[- -1 - 12T - 5.0 49 744 [[04] 82 [[183] 20 |[2.2
Lab004 1 5.0 49 5 J[o2] 41 [[102] 20 [[4.4 5.0 49 139 J[02][ 41 [102] 20 4.4
Lab006 1 5.0 - o [- -1 - 1201 - 5.0 49 117 J[o3] 6.1 |[142] 20 |[3.0
Lab007 1 45 - o [ - -1 - [[20] - 45 45 244 |[02][ 44 | 89 | 20 [[45
Lab008 1 5.0 4.6 9 o] 22 [[123] 20 5.5 5.0 4.6 258 |[0.3][ 6.5 [2r.0] 20 |[1.8
Lab010 1 5.0 5.1 4 Jfoaf 2059 20 [>6 5.0 48 118 JJo3] 63 [[16.5] 20 [[2:5
Lab011 1 5.0 - o |[- -1 - [20] - 5.0 5.1 122 J[o2] 3.9 [ 98 ][ 20 [[46
Lab012 1 5.0 5.8 5 J[o2] 3.4 [[229] 20 |12 5.0 5.1 160 J[o.6[11.8][255] 20 |15
Lab013 1 47 - o - -1 -1Tz2T1- 47 46 252 [[02] 43 | 10.8] 20 |[4.2
Lab014 1 5.0 - o |- -1 -T1z271 - 5.0 48 190 02| 42 |[12.3][ 20 |[3.8
Lab015 1 5.0 538 9 J[o2] 34 [229] 20 |12 5.0 49 183 [[o4] 82 |[183] 20 |22
Lab016 1 5.0 - o [ - -1 - [[20] - 5.0 43 82 Jo2][ 42 [[123] 20 |[3.8
Lab029 1 5.0 5.1 1 - - T2 - 5.0 49 145 JJo2| 4.1 [[102] 20 |[4.4
Total - - 52 33 Jos|ts| - - |- - 48 2755 f[oal[ 83 - | - I -
2= (Bias)% = { [ | BEHPISME (Mean) - B (Target) | 1/ EEEME (Target) } x 100%
{EERZ= (TE, Total Error)% = ERZ= (Bias)% + 2 x BEFERAE (CV)
o (Sigma) = (TEa% - 887 (Bias)%) / BEHBRAR (CV)
Bt : [2017 v][05 V] Change REHEER (CUM) : & [2014 V| [05 v][01 V| z[2017 V][05 v|[31 V|| Change
[TOP]

Reagent Kit

Reagent
Code

Trinity

1
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