2016 & 10

GOPD % k% FHIP NFE - HFE |

S SR E AT RIS R LR
Control N Control D
G6PD
(Lot No.:AD0326N) (Lot No.:AD0326D)
e H > 11 11

B IFHC (n) 76 76
¢ i+ # (Median) 14.6 (U/gHb) 4.9 (U/gHb)
T i=E (Mean) 14.6 (U/gHb) 5.0 (U/gHDb)

%1 (SD) 0.5 0.5
%3 % (CV) 3.4% 10.0%

G6PD t& % (& [l 13.4 ~ 16.0 (U/gHb) 4.2 ~ 6.2 (U/gHDb)
Hb & % & 4 ¥l 2.0~2.7 (g/dL) 2.2~2.7(g/dL)
R E R 2RE CwdRaTy Bdp R AR E

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

CRRHRECAT RHREPNEE RS GR

......... BEAE 6 T 3444 = 14.6 (U/gHb)

Control N
----- A B freg B %4 (Target Value)
(U/gHb)
18.0 7
17.0
16.0 +38D
T +28D
ol . B2 = = T -
146 oy T e EE ................ ................ W — — D
100 = |
o —25D
13.0 1 —38D
12.0
11- L} 1 1 T 1 L} L} L L 1 L]
Lab003 Lab004 Lab006 Lab008 Lab010 Lab011l Lab012 Lab013 Lab0l4 Lab0l6 Lab029
n= 24 4 4 9 3 4 6 8 7 4 3
-------- BHES 6 73446 = 5.0 (U/gHDb)
Control D
(U/gHb) % F i ay B 4244 (Target Value)
7.0
6.5 +3SD
6.0 T +28D
5.54
+
B = = T
457 ==
4.0 —2S8D
3.54 —-3SD
3-0 L 1 L 1 1 L] LI 1 1 Ll 1
Lab003 Lab004 Lab006 Lab008 Lab010 Lab01l Lab012 Lab013 Lab0l4 Lab016 Lab029
n= 24 4 4 9 3 4 6 8 7 4 3

B EEAFERS B S £ £ T TEL:02-2703-6080 ; FAX:02-2703-6070 ; <g6pd@g6pd.tw> ; <http://iqc.gépd.tw/>
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G6PD & B iwba Nl mE St 45 R K SDI il

7E1% LotNo © ADO0326N (2014-04-01 ~ 2100-12-31)  Change
eI ES
| WREREfL: Lab010 |
| | Control N | Control D
| QC Control Lot No. | AD0326N | AD0326D
BRI Month CUM Month CUM
AR (2016/10) | (2016/02/25~2016/10/31) | (2016/10) | (2016/02/25~2016/10/31)
| FEFELH (N) | 3 | 26 K | 26
| ZP9fE (Mean) Uighb | 155 | 14.4 | 52 | 46
\ ZiHEgE = (SD) 04 | 05 02 | 03
| EHEEEHCV)% | 26 | 35 | 38 | 6.5
| EfE(E (Target) UgHb | 148 | 14.8 50 | 5.0
| 4aERsE (TE) % 99 | 9.6 RN A 21.0
| IAIFMESsE (TEa)% | 20| 20 |20 | 20
| o | 59 | 4.9 | 42 | 1.8
7 (Bias)% = {[ | P ¥#9(H (Mean) - FfR{A (Target) |1/ FE{E (Target) } x 100%
#eziz= (TE, Total Error)% = 7% (Bias)% + 2 x Rat8H 48 (CV)
o (Sigma) = (TEa% - 7 (Bias)%) / R85 4% (CV)
H%izt © 2016 10 Change ZEHHART (CUM) © H 2016 02 25 % 2016 10 31 Change
TOP
Control N SDI 57{fiE |
Lot No.: ADO326N ; f&EgHAR : 2016-02-25 % 2016-10-31 ; HZ{H (Target) : 14.8 ; {32 (SD) : 0.5 Hifir : Lab010
Lab010
+3 5,0,
L
+2 5.0,
+1 5.0, . *
Target 3 o R
-1 5.0, L ] . L ] . L ] . L ] L ] 5 + L ] . .
. L] . * .
=2 5.0,
»
=3 5.D.
Date 02-25 03-04 03-17 03-25 04-07 04-15 04-22 04-28 05-12 05-20 06-03 06-10 06-17 06-30 07-07 07-15 07-21 08-05 08-26 09-01 09-09 09-16 09-22 10-06 10-14 10-21

H#ist © 2016 10 Change ; ZEfHART (CUM): H 2016 02 25 % 2016 10 31 Change
TOP
Control D SDI 73 [&
Lot No.: AD0326D ; fBaHART © 2016-02-25 2 2016-10-31 ; HZ(H (Target) : 5.0 ; &% {243 (SD) : 0.3 Az : Lab010
Lab010
+3 5.0,
+2 5.0,
o
+1 5.0, g
Target =2
-t 3.0, f@—a—a—=8 . ., 8 L, 9 ®© 5 9 4
-2 5.0, = = =) = ] = O &
-3 s.0. o
Date 02-25 03-04 03-17 03-25 04-07 04-15 04-22 04-28 05-12 05-20 06-03 06-10 06-17 06-30 07-07 07-15 07-21 08-0F 08-26 09-01 09-09 09-16 09-22 10-06 10-14 10-21

H%gzt @ 2016 10

Change

)

FEFHART (CUM) : H 2016 02 25 & 2016 10 31

Change

TOP



Lot No.: AD0326N ; fEnfAfE : 2016-02-25 % 2016-10-31 ; HIE(H (Target) : 14.8 ; &x#fE:432 (SD): 0.5
Lot No.: AD0326D ; f#E#iAf : 2016-02-25 %= 2016-10-31 ; HZ(H (Target) : 5.0 ; &% f#34 (SD) : 0.3

Lab010
+3 5.0,

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

=3 5.D.

Date

Control N 5z Control D SDI

I3

(o)
(o) BE i : Lab010

Oe
e
o

ne

Change ; EEHIR (CUM): [ 2016 02 25 F 2016

02-25 03-04 03-17 03-25 04-07 04-15 04-22 04-28 05-12 05-20 06-03 06-10 06-17 06-30 07-07 07-17 07-21 06-07 08-26 09-01 09-09 09-16 09-22 10-06 10-14 10-21

Change

TOP




HIREREN GOoPD Bk NHmESHER (ER—)
#E4E LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

1% Reagent Kit : [1- Trinity v

Héiatak
st Ay [2016 v|[10 V]| Change |
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

¢ || ReagentKit | Target | Mean | nfor CV| TE | TEa Target || Mean || nfor CV || TE || TEa
UnitlD = 4e) + || (U/gHb) || (U/gHb) | Mean SPUoayl @) [ <) | © ||| (Uiekb) || (U/eHb) || Mean |[SP|| @) || o) || @) || ©
[ Lab003 | 1 [ 148 | 144 ] 24 Jo4][2.8] 83 ] 20 [>6][][ 50 ][ 53 | 24 J0.4][7.5][21.1][ 20 ][1.9]
Lab004 1 15.0 15.2 4 Jo2][r.3] 4.0 ] 20 [>6][J[ 5.0 5.1 4 Jo1][2.0][5.9][ 20 |[>6]
Lab006 1 14.8 14.6 4 Jlos][3.4] 82 20 [55][][ 5.0 47 4 Jo2][43][14.5][ 20 ]33]
[ Lab008 | 1 [ 145 J 142 9 Jo3][21] 6320 ]>6][][ 46 ][ 44 ] 9 Jo1][23][8.9] 20 |>6]
Lab010 1 14.8 15.5 3 J[0.4][2.6] 9.9 ] 20 J5.9][][ 50 52 3 ][02][ 3.8 ][11.7][ 20 ][4.2]

Lab011 1 14.8 14.5 4 Jlo2][1.4] 48] 20 J>6][][ 5.0 4.9 4 Jj02][4.1][10.2][ 20 |[4.4]
| Labo12 | 1 [ 148 ] 141 ] 6 Joa4][2.8]104] 20 [55][][ 5.0 ][ 58 ][ 6 J0.3][5.2][26.3][ 20 J[0.8]
Lab013 1 15.0 14.9 8 Jl03][2.0] 4.7 ] 20 [>6][][ 47 4.6 8 Jlo.1][22][6.5][ 20 |[>6]
Lab014 1 14.8 14.8 7 Jl04][27] 5.4 ] 20 [>6][][_5.0 4.8 7 Jloa][2.1][8.2][ 20 |[>6]
| Labol6 | 1 [ 148 | 147 ] 4 Joa]fo7] 2020 ]>6][][ 50 ][ 48 ][ 4 Jo2][42][12.3][ 20 |3.8]
Lab029 1 14.8 15.0 3 Jfo.a]lo7] 27 20 J>6][][ 5.0 5.0 3 Jlo1][2.0 ][ 4.0][ 20 ][>6]

Total - - 14.6 76 Jlo.s][34] - T - -1 - 5.0 76 _J[0.5][10.0][ - ][ - [ -]
$7% (Bias)% = { [ | BHFHI(H (Mean) - FIRE(E (Target) [ 1/ FIRE(H (Target) } x 100%
4E=52= (TE, Total Error)% = 5275 (Bias)% + 2 x REFEHE(4HE (CV)

o (Sigma) = (TEa% - 372 (Bias)%) / Rt 5AH (CV)
[TOP]
RETaatR
ZEHAR : 5 [2014 v|[05 v|[01 v| % [2016 v|[10 v|[31 V|| Change |
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)

. ¢+ | ReagentKit || Target | Mean | nfor CV | TE | TEa Target | Mean || n for CV/| TE ||TEa
UnitlD = || ey £ || (Ureib) || (U/ghb) | Mean | 5P| ) | @) | @) | © || Wretib) | urgh) || Mean |52 @) | ©4) || o) | ©
[Labool [ 1 [ 42 | 148 [ 1 [-[--J2]-J 46 [ 50 J[ 1 |[-] -] -J[20]-]

Lab003 1 14.8 145 | 681 J0.8][55]13.1] 20 3.3 5.0 4.9 681 ][0.4][8.2]18.3][ 20 J22

Lab004 1 15.0 150 | 108 J0.3])[2.0] 4.0 ] 20 [>6 5.0 4.9 108 J[0.2][4.1 [10.2][ 20 [[4.4
| Lab006 || 1 || 148 | 148 | 106 Jo.6][4.1]8.1] 20 [49]] 50 | 49 | 106 |[0.3]6.1]14.2] 20 |3.0]

Lab007 1 13.8 13.7 | 244 J0.5][3.6] 8.0 | 20 |[5.4 45 4.5 244 ][0.2][44] 8.9 ][ 20 |[4.5

Lab008 1 14.5 144 | 197 Jo.6][4.2] 9.0 | 20 ]4.6 4.6 4.6 197 J[0.3][6.5 [ 13.0][ 20 [3.1
[ Labo1o || 1 || 148 | 143 ] 95 Jo.5][35]104] 20 J47]] 50 | 48 ][ 95 ]0.3][6.3]16.5] 20 ]2.5]

Lab011 1 14.8 149 | 122 Jo3][2.0] 47 ] 20 [>6 5.0 5.1 122 J[02][3.9] 9.8 ][ 20 4.6

Lab012 1 14.8 142 | 119 Jo.4][2.8] 9.7 | 20 |[5.7 5.0 4.8 119 J[0.3][6.3 ] 16.5][ 20 [[2.5
[ Lab013 || 1 I 150 | 149 | 209 Jo2][13]34] 20 |>6]] 47 | 46 | 209 |[0.2][4.3]10.8] 20 [4.2]

Lab014 1 14.8 148 [ 159 J0.4][2.7] 5.4 [ 20 [[>6 5.0 48 159 ][0.2][4.2][12.3][ 20 ][3.8

Lab015 1 14.8 144 ] 174 Jo.8][5.6]13.8] 20 |3.1 5.0 4.9 174 J[0.3][6.1 [ 14.2][ 20 ][3.0
| Labol6 || 1 | 148 | 149 | 62 Joi]o7]20] 20 |>6]] 50 | 49 | 62 |o.1]2.0]6.1] 20]>6]

Lab029 1 14.8 149 | 120 Jo.3][2.0 4.7 [ 20 [[>6 5.0 4.8 120 ][0.2][4.2][12.3][ 20 ][3.8

Total - - 145 [ 2397 ]o.7][48] - | - I - - 48 ][2397][03][6.3] - ][ - | -
72 (Bias)% = { [ | BatF9{H (Mean) - H{Z{E (Target) | ]/ HAZ{E (Target) } x 100%
4E=52= (TE, Total Error)% = 5275 (Bias)% + 2 x BEFEHE(4HE (CV)

o (Sigma) = (TEa% - 257 (Bias)%) / B 58248 (CV)
[TOP]
Reagent Kit Reagent Code|

Trinity

1




ZieEREL GOPD EERE NEmMERETER (ERT)

#5E4% LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

#BEFE Reagent Kit © [1 - Trinity vI Change

BIENBE—
| Control N A4t Bl 2Etanat bk |
| | | Control N (Lot No.: AD0326N) |
| | | Month (2016/10) Il CUM (2014/05/01~2016/10/31) |

L Reagent Kit Target Mean nfor |[o|[CcV] TE | TEa Target Mean n for CV | TE |l TEa
UnitlD £ | gey & || (UrgHb) | (Ulghib) || Mean || Pl @a) | ) | o) | © ||| (Urehb) || (Urghb) | Mean | 5P| @) | ©4) | @) | °
Lab001 1 14.2 - o J[--1-1T2T7- 14.2 14.8 1 - - 20 -
Lab003 1 14.8 14.4 24 J[o4][28] 83 ] 20 [>6 14.8 14.5 681 [o0.8] ss][13.1] 20 |33
Lab004 1 15.0 15.2 4 Jo2][13] 40 ] 20 |>6 15.0 15.0 108 03] 2.0 40 20 [>6
Lab006 1 14.8 14.6 4 Jlos][34] 82 ] 20 |55 14.8 14.8 106 [[o.6]41] 8.1 20 [[49
Lab007 1 13.8 - o J[-1-1-T2T7- 13.8 13.7 244 [o5]36] 80| 20 |54
Lab008 1 14.5 14.2 9 Jfo3][21] 63 ] 20 > 14.5 14.4 197 [[o.6] 42 9.0 20 [[46
Lab010 1 14.8 15.5 3 Jfoa][26] 99 ] 20 |59 14.8 143 95 Jlo.5] 35104 20 [[4.7
Lab011 1 14.8 14.5 4 Jo2][14] 48 ] 20 | >6 14.8 14.9 122 03] 20 47 20 [>6
Lab012 1 14.8 14.1 6 |[oa][28] 104] 20 |55 14.8 142 119 [oa] 28] 9.7 | 20 |57
Lab013 1 15.0 14.9 8 Jlo3][20] 47] 20 ]>6 15.0 14.9 209 [o2] 1334 ] 20 |[>6
Lab014 1 14.8 14.8 7 Jloa][27] 54 ] 20 [>6 14.8 14.8 159 [o04] 27 54 | 20 [>6
Lab015 1 14.8 - o J[--1-1T2T7- 14.8 14.4 174 [o0.8] 5.6 [13.8] 20 |3.1
Lab016 1 14.8 14.7 4 Jlo.a][07] 2.0 ] 20 |[>6 14.8 14.9 62 [o1]o7] 207 20 |[>6
Lab029 1 14.8 15.0 3 Jloa][o7] 27 ] 20 [>6 14.8 14.9 120 [o03] 20 47| 20 |>6

Total - - 14.6 76 Jlos][34] - ] - [ - - 145 | 2397 Jo7]as] - | - | -

i (Bias)% = [ | 7t ¥
gEznoe (TE, Total Error)% = u;uE (B1as)%+2 * REHEEGRE (CV)
o (Sigma) = (TEa% - 377 (Bias)%) / HETEHAE (CV)
A4zt [2016 v][10 v]| Change Z AR (CUM) @ A [2014 v][05 V][0T V] Z [2016 v|[10 V| [31 V]| Change
[TOP]
| Control D HérstBl 2Etonat 2 bk |
Control D (Lot No.: AD0326D)
Month (2016/10) ] CUM (2014/05/01~2016/10/31)

o G Reagent Kit Target Mean n for CV || TE | TEa Target Mean n for CV | TE | TEa
UnitlD £ 1| gey t || Urgib) | (Urghb) || Mean | SP | @) | @) | @) | © ||| Urehb) | i) | Mean | 5P| )| @) | @) | ©
Lab001 1 4.6 - o [ -1 - - 20 ] - [ 46 5.0 1 - - 201 -
Lab003 1 5.0 53 24 Joa4] 7.5 J21] 20 J1o]J[ 5.0 4.9 681 [0.4] 82183 20 |22

[ Laboo4 | 1 5.0 5.1 4 Joa] 20 ] 59 ] 20 [>6][][ 5.0 4.9 108 JJo2]4.1]102] 20 [[4.4
[ Lab006 | 1 5.0 4.7 4 Jo2] 43 J145] 20 [33][J[ 5.0 4.9 106 [o3]6.1]142] 20 [3.0
[ Labo07 | 1 45 - 0 I - - 20 -0 45 45 244 Jo2] 44 89 | 20 [[45
[ Lab008 | 1 4.6 44 9 Joi 23] 89 20 J>6]][ 46 4.6 197 Jo3] 65 13.0] 20 |[3.1
[ Labo10 | 1 5.0 5.2 3 Jo2f 38 ] 117] 20 J42]][ 5.0 4.8 95 J[03]63]165] 20 |25
[ Laboll | 1 5.0 4.9 4 Jo2] 41 J102] 20 J44][][ 5.0 5.1 122 [02] 39 98] 20 [[4.6

Lab012 1 5.0 5.8 6 Jo3]52]263] 20 Jos]][ 5.0 4.8 119 03] 63 ]165] 20 |25
Lab013 1 4.7 4.6 8 Joaf22] 65 20 |>6]][ 47 4.6 209 [[02] 43 10.8] 20 |42
Lab014 1 5.0 4.8 7 Joalf 2182 20 [>6][]] 5.0 48 159 [o02]42]123] 20 |38

Caoos |t [ 50 [ - 0 -1 -1 -T2 50 | 45 [ 17a Joa]61]1a2] 20 |[3.0]
CLaoie || T | 50 | 48 | 4 Joaf42 23] 20 38J][ 50 | 49 | 62 Joa]20] 61 20 [6]
Lo | 1 [ 50 | 50 | 3 Joi] 2040 || 20 || S 50 | 48 | 120 o242 ] 123] 20 |[38]
| Total || - || - |50 | 76 Jos]1o0f - Q0L - 48 2397 Jo3]63] - -1
#7E (Bias)% = { [ | BV
4552 (TE, Total Error)% = u;uE (Blas)% + 2 x BEfeEEA LR (CV)
o (Sigma) = (TEa% - 377 (Bias)%) / HETEHAE (CV)
A4zt [2016 v][10 V]| Change ZEHHART (CUM) : [ [2014 v][05 V][0T v] % [2016 v]|[10 V|[31 V]| Change

[TOP]

Reagent Kit Reagent Code

Trinity 1
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