2017 # 04 » G6PD % E#% FHIP N&EF+HFL |

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

G6PD Control N Control D
(Lot No.:AE0909N) (Lot No.:AE0909D)
Sbe H = 9 9
Bow 3R Fe (n) 60 60
® =% (Median) 14.3 (U/gHb) 5.8 (U/gHb)
T 2@ (Mean) 14.3 (U/gHb) 5.8 (U/gHb)
%% (SD) 0.5 0.3
%3 %k (CV) 3.5% 5.2%
G6PD t& &% & 4 [l 13.3 ~ 15.3 (U/gHb) 4.9 ~ 6.3 (U/gHb)
Hb & % (& 4 [l 2.0~ 2.3 (g/dL) 2.2~2.5(g/dL)

FRE S D2ME v Rt BB Ar
** G6PD Method = Trinity reagent kit, 37°C

% Fa) n s > I N2
i emE A FREPMINEE SR AL TR _
BRI
......... BE A% &9 344 = 14.3 (U/gHb)
Control N H&kﬁ
""" £ % i) HARA4E (Target Value)
(U/gHb)
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160 ] — PR
+3SD +— P
+28D <~
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13.0 A
—3SD
12. T T T T T T T T T
Lab003 Lab006 Lab007 Lab009 Lab011 Lab013 Lab014 Lab016 Lab030
n= 19 4 12 4 3 5 3 4 1
-------- ZEB% 0 T34 = 5.8 (U/gHD)
Control D
(U/gHb) & F4ineh B 4484 (Target Value)
7.519
7.0
+3SD
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+2SD
6.0 I 1
I 'il_l_ SN O —— R = O« =
o] — T SBerm o
5.0 o —3SD
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n= 19 4 12 + 3 5 3 4 1

My
B EEAFERF B2 A E T TEL:02-2703-6080 ; FAX:02-2703-6070 ; <gbpd@g6pd.tw> ; <http://iqe.g6pd.tw/> I i



G6PD & Efn5a Bl i E4iaT &R K SDI 534
5842 LotNo : AEO909N (2016-01-01 ~ 2100-12-31)  Change
SEN
| BB Lab013 |

\ \ Control N ‘ Control D
\ QC Control Lot No. | AE0909N | AE0909D

BT Month CUM Month CuM

AR (2017/04) | (2016/02/01~2017/04/30) | (2017/04) | (2016/02/01~2017/04/30)
\ B (N) I 5 5 | 5
| ZETA9ME (Mean) UlgHb | 137 | 137 | 56 | 5.6
\ ZUHEERE (SD) | 04 | 0.4 [ 01 | 0.1
| OBERPEEGBCV% | 29 | 2.9 | 18 | 1.8
\ 54@@ (Targety U/igHb | 136 | 13.6 | 58 | 5.8
\ 4aziz% (TE) % | 66 | 6.6 |70 | 7.0
L gtrzm% (TE)% | 20 | 20 | 20 | 20
‘ o ’ >6 ’ >6 ’ >6 | >6
3% (Bias)% = { [ | B3t F44(E (Mean) - HZ{E (Target)| 1/ HHZ{HE (Target) } x 100%
4EzR5= (TE, Total Error)% = 27 (Bias)% + 2 x ZEHEE (4% (CV)

o (Sigma) = (TEa% - 3%3% (Bias)%) / B 548 (CV)
H%st : 2017 04 Change ; ZEFHART (CUM): H 2016 02 01 Z 2017 04 30 Change
TOP

Lot No.: AEO90ON ; #ERHAR : 2016-02-01 Z 2017-04-30 ; [ (K (Target) : 13.6 ;

Lab013
+3 5.0,

+2 5.0,
+1 5,0,
Target

-1 5.D.
=2 5.0,

=3 5.0.

Date

Control N SDI 43l |

S 4E% (SD) 1 0.40

Eifiz : Lab013

04-13 04-17 04-20 04-24 04-27

A4t © 2017 04 Change

ZEHR (CUM) : [ 2016 02 01 % 2017 04 30 Change

TOP

Lot No.: AE0909D ; fzf#fARE : 2016-02-01 % 2017-04-30 ; HAZ{HE (Target) : 5.8

Lab013
+3 5.0,

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

=3 5.0.

Date

Control D SDI 73 fi &

; &R (SD) : 0.20

EEfir : Lab013

04-13 04-17 04-20 04-24 04-27

H4ist @ 2017 04 Change

ZEHHAR (CUM) @ H 2016 02 01 % 2017 04 30 Change

TOP



Control N £z Control D SDI

Paxii

Lot No.: AEO909N ; faEgitARE] © 2016-02-01 % 2017-04-30 ; HZ{H (Target) : 13.6 ; &51E4E22 (SD): 0.40 (o)
Lot No.: AE0909D ; iR © 2016-02-01 % 2017-04-30 ; EfZ{H (Target) : 5.8 ; £&f@45¢ (SD): 0.20  (n) AL : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0, . .
Target
150, | 3 v

a a
-2 5.0,
=3 5.D.
Date 04-13 04-17 04-20 04-24 04-27

H4ist © 2017 04 Change ;  ZEHHAR (CUM): B 2016 02 01 ZF 2017 04 30 Change

TOP




HiREREA GOPD EEME N mEGETER (HR—)

#E4E LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

B8 Reagent Kit :

EEIES

A#sTR

&zt B ¢ |2017 wv||04 V|| Change

Control N (Lot No.: AE0909N) |: Control D (Lot No.: AE0909D)
e Reagent Kit|| Target | Mean || n for splCV| TE TEaE|: Target | Mean | n for | [ICV|| TE TEaE
“ || (Code) £ ||(UrgHb)| (U/gHb)([Mean| >~ [I(%)(| (%)||(%) (U/gHb)|(U/gHb)|Mean| > |(%)| (%)|[(%)
[Labo03 [ 1 [ 144 | 145 ][ 19 Jo4l2.8][62][20]>6][][ 5.8 ] 5.9 ] 19 Jo.1][1.7][5.1][20][>6]
[Laboos [ 1 [ 144 | 139 ][ 4 Jo4l29][92][20]57][)[ 5.8 | 57 ] 4 Jo.3|[5.3][12.3][20]}3.4
[Laboo7 [ 1 [ 152 [ 149 [ 12 Jo4|2.7][7.3][20]|>6][][ 6.0 | 6.0 [ 12 Jo.2][3.3][6.7][20][>6]
[Labooo [ 1 [ 144 | 144 ][ 4 Jo4l28][5.6][20]>6][][ 5.8 | 59 ] 4 Jo.a][1.7][5.1][20][>6]
[Laboll [ 1 [ 144 [ 139 ][ 3 Jojfo.7][49][20]>6][][ 58 | 5.6 [ 3 Jo.2][3.6][10.6] 20 |4.6]
[Laboi3 [ 1 | 136 [ 137 ][ 5 Jo4|29][6.6][20]>6][][ 58 | 5.6 [ 5 Jo.1][1.8][7.0][20]>6]
[Labor4 [ 1 [ 144 [ 142 ][ 8 Jo3|2.1][5.6][20]>6][][ 58 | 5.5 [ 8 Jo.2][3.6][12.4] 20 ]4.1]
[Labolo || 1 [ 139 | 139 | 4 ||0.7||10.1|| 20 Jaol[][ 51 ] 53 | 4 Jo3|[5.7][15.2[20]2.8]
(b0 1 J a4 [ 37 ] 1t -] -] || 20](- 058 | 54 1 -] - 2ol
Ctow L - - | 143 |0 ||os|-| 0TI ss oo Joalsal I ]

= (Bias)% = { [ | BE 0%
ga=Rz= (TE, Total Error)% = RE (Blas)% T2 BEHERAE (CV)
o (Sigma) = (TEa% - RZ= (Bias)%) / BETHEBEAE (CV)
[TOP]

RS
FHHRT : 5 [2016 v][02 V] [01 V| & [2017 V][04 v][30 V][ Change |
| | | Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
— Reagent Kit|| Target | Mean ||n for sp||CV| TE |TEa |E||:| Target | Mean | nfor | [ICV|| TE TEa|E|

|| (Code) * ||(U/gHb)|(U/gHb) [Mean|” | (%)|[ (%) || (%) (U/gHb)|(U/gHb)|Mean| >~ [[(%)(| (%) [ (%)

[Labo03 [ 1 [ 144 | 146 ][ 72 Jo4l2.7][6.9][20]>6][][ 5.8 ] 6.0 ] 72 Jo.2][3.3][10.1][20][5.0]
[Laboo6 |[ 1 [ 144 [ 138 | 12 Jo2Jr4][7.1][20]>6][][ 5.8 | 5.7 [ 12 Jo.2][3.5][8.7][20][5.2]
[Lab007 |[ 1 [ 152 | 137 ][ 190 J1.0][7.3][24.5][ 20 |[t.4][][ 6.0 ] 5.3 ] 190 Jo.5][9.4][30.5][ 20 [0.9]
[Lab00o [ 1 [ 144 [ 148 ][ 45 Jrof[e.8][16.3][20 2.5)[][ 5.8 | 6.0 [ 45 Jo.5][8.3][20.1][ 20 ]2.0]
[Laboll [ 1 [ 144 | 138 ][ 20 Jo.4|[2.9][t0.0][20][5.5][)[ 5.8 ] 5.7 ] 20 Jo.1][1.8][5.2][ 20][>6]
[Labo3 [ 1 | 136 [ 137 ][ 5 Jo4|29][6.6][20]>6][][ 58 | 5.6 [ 5 Jo.1][1.8][7.0][20]>6]
[Labol4 [ 1 [ 144 | 143 [ 20 Jo4|2.8][63][20]>6][][ 5.8 | 5.6 ] 20 Jo.2][3.6][10.6] 20 ]4.6]
[Labote [ 1 | 139 [ 139 ][ 4 Jo.7|[5.0]ro.1][20 Js.ol[][ 51 ] 53 [ 4 Jo.3|[5.7][15.2][20].§]
[Lovs0 1| 144 182 J 2 |- J-J - J2o]-J) 58 | 53 2 [-J-J -]
[Towl |- - ] 141 |50 Jooleal J- J- -] 56 370 Jos)sol - - -]

= (Bias)% = {[ | BE i g 0%
#8EAZZ (TE, Total Error)% = 372 (Bias)% + 2 x RFtBRMAR (CV)
o (Sigma) = (TEa% - 5RZ= (Bias)%) / REtBRAE (CV)
[TOP]
| Reagent Kit [Reagent Code]

Trinity 1 |




ZieiRE A GoPD EEME NElmEdETER (BR2)

7542 LotNo : [AE0O909N (2016-01-01 ~ 2100-12-31) ~| Change |

3832 Reagent Kit : [1 - Trinity V| Change

Control N H &5 +5E Retéat 2 Lh
BER
Control N (Lot No.: AE0909N)
Month (2017/04) ] CUM (2016/02/01~2017/04/30)
UnitD £ Reagent Kit | Target | Mean | n for D CV| TE ||TEa - Target || Mean || n for SD CV|| TE || TEa -
= | (Code) £ | (U/gHb) | (U/gHb) | Mean >~ |((%)] (%) || (%) (U/gHb) || (U/gHb) |[Mean | | (%)|| (%) |[ (%)
Lab003 1 144 | 145 | 19 Jo4]28] 62 20 [>6][] 144 |[ 146 | 72 Jo4]2.7][6.9][20 |>6]
Lab006 1 144 | 139 | 4 Jo4[29]92] 20 57)[][ 144 | 138 ][ 12 Jo2]1.4][7.1][20]>6]
Lab007 1 15.2 149 [ 12 J0.4][2.7] 7.3 ] 20 [>6][][ 15.2 13.7_ [ 190 [[1.0]7.3][24.5][ 20 ][1.4]
Lab009 1 14.4 144 [ 4 Joa4][28]5.6] 20 [>6][]] 144 148 ][ 45 J1.0]6.8][16.3][ 20 |[2.5]
[ Laboll | 1 [ 122 | 139 | 3 |o1][07][49 |20 [>6][[ 144 | 13.8 | 20 Jo.]2.9]10.0][ 20 |[5.5]
\_Lab013 | 1 [ 136 | 137 ] 5 Jo4][2.9] e6] 20> 13.6 | 137 [ 5 Jo.4]2.9][6.6] 20 ]>6]
Lab014 | 1 [ 144 J 142 ] 8 Jo3][2.1]5.6] 20 >6][][ 144 ][ 143 || 20 Jo.4[2.8][6.3][ 20 |[>6]
Lab016 1 13.9 139 [ 4 5.0][10.1] 20 J4o][J[ 139 13.9 0.7][5.0][10.1][ 20 ][4.0]
Lab030 1 144 [ 137 [ -0 - 2o - 000 raa a2 02 -0 -1 - J[=0] -]
Total - - 143 [ 60 Jlo.s][3.5] - | - [-][_- 14.1 [ 370 Jo.of 4] - ][ - ][ -]

B (Bias)% = { [ | REHP9ME (Mean) - EHE{H (Target) | 1/ BAE{E (Target) } x 100%
4E=R= (TE, Total Error)% = §27= (Bias)% + 2 x BT EAAE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / BRETERAE (CV)

B&ist : [2017 V][04 V|| Change FEHHAR (CUM) : H [2016 v|[02 v|[01 v| & [2017 V][04 v|[30 V|| Change

[TOP]
Control D H&st8 Batdist 2 th
BER
Control D (Lot No.: AE0909D)
Month (2017/04) ] CUM (2016/02/01~2017/04/30)

) + Reagent Kit | Target | Mean | n for CV| TE ||TEa Target || Mean || n for CV|| TE ||TEa
UnitlD =1 o4e) * || (U/gHD) || (U/gHb) | Mean Sl @anll @) @) [ © ||| (Uretb) || (U/aHb) || Mean [ 5P| 6| @) [| ) || ©
Lab003 1 5.8 59 [ 19 Joaf[r7] 5.1 ] 20 J>6][J[ 58 6.0 [ 72 Jo2[3.3][10.1][ 20 ][5.0]
Lab006 1 5.8 57 | 4 Jo3][53]123] 20 [3.4][][ 58 57 ][ 12 Jo2]3.5][8.7][ 20 |[5.2]
Lab007 1 6.0 6.0 | 12 Jjo2|[3.3] 6.7 ] 20 [>6][][ 6.0 53 ][ 190 Jo.5]9.4][30.5][ 20 J[0.9]
Lab009 1 5.8 59 | 4 Joaf[r7]sa] 20 ]>6][][ 58 6.0 [ 45 Jo.5]8.3][20.1][ 20 ][2.0]
Lab011 1 5.8 5.6 3 Jo2][3.6]10.6] 20 [4.6][]] 58 57 ][ 20 Joa]1.8][5.2] 20 |[>6]
[Lab0s [ 1 | 58 | 56 | 5 Joq[isf7o]20>6|( 58 | 56 J 5 Jo.1][L8][70][20]>¢]
[ Labo14 | 1 [ 58 | 55 ] 8 Jo2]3.6]12.4]20 41 58 [ 56 ][ 20 Jo.2]3.6][10.6][ 20 ][4.6]
[ Lab0l6 | 1 [ 51 53 | 4 Jo3][57]152] 20 [2.8]J[ 5.1 ][ 53 ][ 4 Jo.3]5.7][15.2][ 20 |[2.8]
Lab030 1 5.8 5.4 U0 2o - 00 5.8 53 2 -1 -0 20 ]
Total - 58 [ 60 Jo.3][5.2 -] 56 [ 370 Jos[89][ - ][ - ][]
= (Bias)% = { [ |§.d‘:|:iiéjﬁ (Mean) - HE{H (Target)l / EfEfE (Target) } x 100%
4E=R7E (TE, Total Error)% = 227 (Bias)% + 2 x REFEE(LE (CV)

o (Sigma) = (TEa% - g&z= (Bias)%) / RatEEF(AE (CV)
B&zt : 2017 v|[04 v|| Change FEEFEARST (CUM) : B [2016 v|[02 v|[01 V| Z[2017 wv]|[04 Vv|[30 V|| Change
[TOP]

| Reagent Kit |Reagent Code|
[Trinity IE |
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