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2021 5% G6PD TE = ialHes — KPR SR Em SR S
FAEHEK - RH2021-02 IeRgEFH HEA - 2021 4205 H 17 H eI R HHE - 2021 505 H 24 H

AR 23

Bl T E(EE=R) : 23 (100%)

REEFEEERGES T HA AR | o1 T EER =R C.V. | STl 4.8 G6PD JE 8 gt B9[]
RIFFAERES " GOPD JEIE(E | 81 " EEg= C.V. | 53
Bi(17 z score, D% &% SDI

% HL{ir GOPD 1l 1 22 (Hb) /& EAnbalbi i E AL R — &

Tﬁ%ﬁ%fﬁ 5?%[5% EEEHiES Rcig;);t Sample 1 Sample 2 Sample 3 Hb1l | Hb2 | Hb3
L% L% R Code |(Uighb)| D% |z score|SDI |(Ulghb)| D% |z score| SDI |(U/ghb)| D% |z score| SDI | (g/dL) (g/dL) (z/dL)
RHO1 gg; 1 12.7 |-12.4%| -1.8 |-1.9| 4.3 |13.2% | 1.8 [1.317.4|17.6% | 2.3 |1.6| 2.4 2.5 2.4
RHO02 RHO02 3 4 14.5]0.0% | 0.0 |0.1| 3.9 | 2.6% | 0.4 |0.3]13.3-10.1%| -1.4 |-0.8| 2.5 2.7 2.6
RH04 RH04 7 3 14.4-0.7% | -0.1 |0.0| 3.8 | 0.0% | 0.0 [0.016.7|12.8% | 1.7 |1.1| 2.4 2.5 2.5
RHO06 RHO06 4 3 13.5[-6.9% | -1.0 |-1.0| 4.0 | 5.3% | 0.7 |0.5]14.4|-2.7% | -0.4 |-0.2| 2.4 2.4 23
RHO7 15(?1%79 4 4 153(55% | 0.8 |1.0| 2.6 |-31.6%)| -4.3 |-3.1|12.3 |-16.9% | -2.3 |-1.4| 2.2 22 2.2
RHO08 RHO08 7 3 14.0 | -3.4% | -0.5 |-0.4| 3.6 [-5.3% | -0.7 |-0.5/16.1 | 8.8% | 1.2 |0.8| 2.4 2.5 24
RHO09 RHO09 3 4 149(28% | 04 |10.6| 3.9 | 2.6% | 0.4 |0.3/14.0-54% |-0.7 |-0.4| 2.2 23 2.2
RH10 RH10 4 4 14.5]0.0% | 0.0 |0.1| 3.5 |-7.9% | -1.1 |-0.8/14.8| 0.0% | 0.0 |0.1| 2.2 2.4 23
RH12 RH12 7 4 152(48% | 0.7 109 3.5 |-7.9% | -1.1 |-0.8|15.5| 4.7% | 0.6 |0.5| 2.3 2.5 2.4
RH13 RH13 1 4 15.819.0% | 1.3 |1.6| 3.5 [-7.9% | -1.1 |-0.8/13.3 |-10.1%| -1.4 |-0.8| 2.3 2.5 24
RH14 RH14 7 3 13.5]-6.9% | -1.0 |-1.0| 3.7 |-2.6% | -0.4 |-0.3/16.6 [12.2% | 1.6 |1.1| 2.5 2.6 2.4
RH19 RH19 5 4 146 0.7% | 0.1 |0.2| 3.0 |-21.1%)| -2.8 |-2.1|12.2 |-17.6%| -2.3 |-1.4| 2.4 2.6 2.5
A0203 2(1;121083 4 3 153 55% | 0.8 |1.0] 42 [10.5%| 1.4 |1.0[15.5|4.7% | 0.6 |0.5| 2.4 2.5 24
G026 G026 4 4 155169% | 1.0 |1.2| 43 [13.2% | 1.8 [1.3]15.6| 54% | 0.7 |0.5| 2.3 2.5 2.4
CLO001 CL001 3 4 147 14% | 0.2 |03 3.6 |-5.3% | -0.7 |-0.5/13.0 |-12.2%| -1.6 |-1.0| 2.4 2.5 2.4

RHO3

RHI11

RH17
CL002 G031 7 1 13.9[-4.1% | -0.6 |-0.6| 3.8 | 0.0% | 0.0 [0.013.1 |-11.5%| -1.5 |-0.9| 2.4 2.5 2.5

B005

CLO16

A0511
CL003 RH16 2 4 155169% | 1.0 |1.2| 43 [13.2% | 1.8 [1.3/149| 0.7% | 0.1 |0.1| 23.2 26.0 24.1
CL004 CL004 4 3 13.2-9.0% |-1.3 |-1.3] 3.5 |-7.9% | -1.1 |-0.8|14.1 | -4.7% | -0.6 |-0.3| 2.4 2.5 24
CLO14 CLO14 7 3 142 -2.1% | -0.3 |-0.2| 3.7 |-2.6% | -0.4 |-0.3/15.6 | 5.4% | 0.7 |0.5| 2.4 2.6 2.5

CLO15B CLO15B 4 3 14.4-0.7% | -0.1 |0.0| 4.1 | 7.9% | 1.1 |0.8)16.7|12.8% | 1.7 |1.1| 2.4 2.4 2.4
CLO017 CLO017 7 4 13.3-83% | -1.2 |-1.2| 4.1 | 7.9% | 1.1 |0.8]13.6|-8.1% | -1.1 |-0.6| 2.3 2.5 2.4
CLO18 CLO18 3 3 14.6| 0.7% | 0.1 |0.2] 3.4 |-10.5%| -1.4 |-1.0{16.5|11.5% | 1.5 |[1.0| 2.4 2.7 24
CLO019 CLO019 7 3 14.0 [-3.4% | -0.5 |-0.4| 4.1 | 7.9% | 1.1 |0.8|13.5|-8.8% |-1.2 |-0.7| 2.4 2.5 2.4
Total participating laboratories = 23

(Mziﬁan) - 4 - 145 3.8 14.8 24 | 25 | 24
UXa - - - 0.204 0.089 0.399 - - -

o - - - 1.015 - - - - -
op' - - - - 0.281 1.110 - - -
Range - 1-7 - 12.7-15.8 2.6-4.3 12.2-17.4 2.2-23.212.2-26.0|2.2-24.
n - - - 23 23 23 23 23 23
Mean - - - 14.4 3.8 14.7 2.4 2.5 2.4
S.D. - - - 0.89 0.39 1.74 0.00 0.00 0.00
C.V. - - - 6.2% 10.3% 11.8% 0.0% | 0.0% | 0.0%

Note:

1. D% Fstghgfl (X) BIEEE (Xa ) 22U EERIELED A EERTR - D% =[ (X -Xa)/Xa]x 100%

2. uxa B EEAI RN FHEER © uxa=1.1xSD/n!?2

3. FEEMEAER (op ) By 7% x Xa o {HF5 Xa<2.9 U/gHb B » H 5, =0.2 U/ghb

4. TR (o) = (0 + uxa® V2 6 uxa > 0.3y BHEFE o HURHTASEE -

5. z score SARER{EZE (D =X - Xa) BizPE TAEFE (op ) ZEL(E © (zscore=D/op) ©

6. SDI Bt (B SV E A2 REBEAE 22 7 LhfH - [ SDI= (X ~Mean)/SD] - & SD {H % 0 I » SDI A FatHE

7. 5 EMH (Assigned value; Xa ) FyaZin'E R i & Rl ﬁgﬁﬁﬁtﬁijm%i(Medlan)

8. (A (Mean ) SR (SD ) £RATRRIE (Robust ) 45kt 735+ EL (fich 1S0 13528 #53 + (£ Algorithm A 5532 ) -

9. F—{EGEENY GOPD fals{E 4SS HE I ¢ Acceptable : | z | = 2; Caution : 2 <|z | = 3; Unsatisfactory : |z |>3

B2 BRI G6PD Rl (.2 (Hb) E B ik Sis 5—E %k 12 Ver 2.0_20200727
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G6PD
Reagent Kit Reagent Lab
Code
A0203, CL004, CLO14,
Innovation 3 CL015B, CL018, CLO019,
RHO1, RH04, RHO6, RHOS,
RH14
CL001, CL003, CLO17,
Lanner 4 G026, RH02, RHO7, RHO09,
RH10, RH12, RH13, RH19
Trinity 1 cLoo2
HhE2 B IR GOPD J M b (Hb)E BigkRih E4E R — % 2/2 Ver 2.0_20200727
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2021-02 (in green ®)

- Total participants' CV result ploted against surveys
40%

304
C.v.
20%

10% -

BatchNo RH2018-03 RH2018-04 RH2019-01 RH2019-02 RH2019-03  RH2019-04  RH2020-01 RH2020-02  RH2020-03  RH2020-04  RH2021-01  RH2021-02
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%
C.v.
20%
.
L]
10% *—— +
* »”* g * ‘Q - - - 0:' * + ¢
+ Rg +

%}j;g"b,o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27
n: 36 Hedian of CV: 6.7% Mean of CV: 7.2% SD of CV: 2,5% Range of CV: 3.2%-17.9% {(date: RH2018-83 to RH20821-82)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528 since 2014

F D). AXBRESE D AR POt e e <https://gbpd. qap. tw>
2). 77 ERNMGE FPFERALEE FED L
10699 % 4 iz ak b % 624 %4
T3 1 (02) 2703-6080
B3 :(02) 2703-6070
(Report generated at 2021-05-25 17:53:52)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 1/1 Ver 1.4 20210414
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G6PD & # 2% s &8 % & GOPD & et o~ # [

&l 45138, B ot P ®

| T

|
1
!
6 - I &
- QN b fir
5 -
g 4T ki
= 3 F
e ¢ i # (Median) = 14.5 (n=23)
2r T 357 (Mean)* = 14.4 (n=23)
1+ % £ (SD)* =0.89
0 . CV=62%
12.5 12,9 13.3 13.7 14.1 145 149 153 15.7 16.1 16.5
G6PD (U/g Hb)
: + —|
7 —
6 -
> T 3y 2
Tar
w3l ¢ i+ # (Median) = 3.8 (n=23)
2 L I 3978 (Mean)* = 3.8 (n=23)
L . 1% £ (SD)* = 0.39
LB B CV=103%
24 26 28 30 32 34 36 38 40 42 44 4.6
G6PD (U/g Hb)
4 -
%3
H 3t
f;; )| ¥ =% (Median) = 14.8 (n=23)
T 351 (Mean)* = 14.7 (n=23)
Ll 2 1 (SD)* =1.74
CV =11.8%
0 ]

120 127 134 141 148 155 162 169 17.6 183
G6PD (U/g Hb)

*T 35l (Mean ) &R £ (SD) 4 * ISO 13528 #£ i (Robust ) se3t = i3+ 8

G6PD E 2128 mERE GoPD JAMHMET 0 MhE 1/1 Verl.1_20201118
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A e ]

# & =0 1 RH2021-02

2L

KB E opH 2021 #05% 17

F T i (P ) 23

b

(100%)

SF2 A0 p 2021 & 050 24 p

BHRH |  puu RAM
o \
Sample 1 &
B M b
Kit3{ ——— '
= l Reagent ¥ =# 7 ik TioEr EEI R G
[ Kit (n) (Median) (Mean) (SD) (CV)
:IC: Kit4 |— _I 3 1 14.0 14.0 0.75 5.4%
§ 4 1 14.9 15.0 061  4.1%
€ oal{ b— —] Al 23 145 14.4 089  6.2%
N T T T T T T T T v * Calculated by robust method ( ISO 13528 ; Algorithm A )
125 129 133 137 141 145 149 153 157 161 165 ** Assigned value; Xa
G6PD (U/g Hb) Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<S5%4 %3+
Sample 2 K2
Kit 31 — — Reagent ¥ =#ic ¢ e Tio@r LT B Ak
g Kit ()  (Median) (Mean)  (SD) (cv)
= Kitd : _| 3 1 3.8 3.9 0.34 8.7%
g 4 1 3.6 3.7 0.54 14.6%
)
(7] 0,
g a : | All 23 3.8 3.8 0.39 10.3%
: : : : : : : : : : , * Calculated by robust method ( ISO 13528 ; Algorithm A )
24 26 28 30 32 34 36 38 40 42 44 46 " AssignedvaluesXa
Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<S5%4 %3+
Sample 3 83
Kit 3- — — Reagent ¥ f#c ¢ =fe  TioEt RFLT 8 Gk
E Kit (n) (Median) (Mean) (SD) (CV)
- 3 11 16.1 15.8 1.38 8.7%
c Kit4 I— —|
2 4 11 13.6 13.9 1.36 9.8%
g All 23 14.8 14.7 1.74 11.8%
all I— —|
* Calculated by robust method ( ISO 13528 ; Algorithm A )

120 127 134 141 148 155 162 169 176 183

G6PD (U/g Hb)

G6PDEERBRIRmEREERAT AT D ME

1/1

** Assigned value; Xa
Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<5 74 %3t

Verl.1 20201118
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GOPD % k5% 53 # & Hb % 532 2+

3 3 L= C RH2021-02 R E L p g o 2021 & 0572 17 p FFL A pH 2021 #0572 24 p
¥ > Be(Y ) 1 23 i (100%)

14

12

10
¥ gl B 1
=
s # i #& (Median) = 2.4 (n=23)

4t T 351 (Mean)* = 2.4 (n=23)

2t £ % £ (SD)* = 0.00

0 CV =0.0%

2.1 2.2 2.3 2.4 2.5 2.6 2.7 2.8 23.2
Hb (g/dL)

14 r

12

10
gt w2
= |
S ¢ i* 3 (Median) = 2.5 (n=23)

4r T 351g (Mean)* = 2.5 (n=23)

2t % % (SD)* = 0.00

0 4 [ CV=0.0%

2.1 2.2 2.3 2.4 2.5 2.6 2.7 2.8 26.0
Hb (g/dL)

14 r

12

10
¥ gt w3
=
¥ # i~ # (Median) = 2.4 (n=23)

AT I 32 (Mean)* = 2.4 (n=23)

2t £ % £ (SD)* = 0.00

0 . - CV=0.0%

21 22 23 24 25 26 27 28
Hb (g/dL)

*L 34 (Mean) 2% £ (SD) # * ISO 13528 #£ i (Robust ) se3t = 23+ ¥

G6PD EE12ExRmERE Hb BERAFT D1 E 1/1 Verl.0_20161128
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External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

AL : RH2021-02

REEFHER 2021 £ 0S A 17H  REEWELEH - 20215055 24 H

AR S | 88> EE#2K (n =6 ; Survey / Sample No. ) :

RH2015-01/82 ; RH2017-03/52 ; RH2018-03/83 ; RH2019-04/S3 ; RH2020-04/S3 ; RH2021-02/81

B fr > R G6PD & EMERHRREEE

5 Survey : RH2021-02 / Sample 1 Period : 2015 ~ 20213
L U/gHb sDI! Mean n SD cv CVR2
RHO1 12.7 -1.5 14.3 6 1.04 7.3% 1.14
RHO02 14.5 0.4 152 6 1.87 12.3% 1.92
RH04 14.4 0.0 14.4 6 1.71 11.9% 1.86
RHO06 13.5 -1.1 14.5 6 0.95 6.6% 1.02
RHO7 153 03 15.1 6 0.77 5.1% 0.80
RHOR 14.0 -0.8 14.3 6 0.40 2.8% 0.44
RH09 14.9 0.1 14.8 6 1.03 7.0% 1.09
RH10 14.5 0.4 14.0 6 1.19 8.5% 1.33
RHI12 15.2 0.5 14.7 6 0.99 6.7% 1.05
RH13 15.8 1.0 15.0 6 0.84 5.6% 0.88
RH14 13.5 -0.6 14.0 6 0.83 5.9% 0.93
RH19 14.6 0.0 14.6 6 0.31 2.1% 0.33
A0203 15.3 1.3 14.3 6 0.80 5.6% 0.87
G026 15.5 1.2 14.5 6 0.86 5.9% 0.93
CL001 14.7 0.4 15.0 6 0.81 54% 0.84
CL002 13.9 -0.7 14.4 6 0.69 4.8% 0.75
CL003 15.5 = - 1 - = =
CL004 13.2 — . 3 = . =
CLO014 142 -0.5 145 6 0.61 4.2% 0.66
CLO15B 14.4 -0.2 14.6 6 1.00 6.8% 1.07
CLO017 13.3 - = 3 = - -
CLO18 14.6 - — 2 — - -
CLO19 14.0 - - 2 - - -
Total participating laboratories = 23
Median 14.5 -0.1 14.5 - 0.85 5.9% 0.93
Range 12,7~158 -1.5~13 14.0~15.2 0.31~1.87 2.1%~12.3% 033~192
Mean of all participating laboratory CVs 6.4% —

1). Standard Deviation Index (SDI} = (Individual Result - Individual Robust Mean) / Individual Robust SD
2). Coefficient of Variation Ratio { CVR ) = Individual CV / Mean of all participating laboratory CVs

* (RIS Intermediate Measurement Precision ( 7% 5 within-laboratory precision ) ; ISO 3534-2:2006, JCGM 200:2012 (
VIM, 3rded. ) 2.23

** Mean and SD are calculated by Robust method according to ISO 13528, Algorithm A.
***n <5 ZEAPEREES FHE

BEMNZ R GO6PD EEMBRPEEEEHRES

1/1

Ver 1.4_20200727
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G6PD & E BRI S E fReEa T2
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

ALK RH2021-02  MREEFFHEH] - 20214£05 A 17H  #EEWEEHE - 20214205 24 H

BEEEAL O3 Wl K (n=9; Survey / Sample No. ) :
RH2007-01/82 ;RH2007-07/S2 ; RH2007-11/S3 ; RH2008-01/S3 ; RH2008-07/S2 ; RH2009-01/81 ;

RH2010-05/83 ; RH2011-07/82 ; RH2021-02/83

HEr 2 =R GOPD EERETHBEERE

Survey : RH2021-02 / Sample 3 Pericd : 2007 ~ 20213
Leb U/gHb st Mean n SD cv CVR2
RHO1 17.4 2.2 14.1 9 1.48 10.5% 1.26
RHO2 13.3 1.0 12.8 9 0.51 4.0% 0.48
RHO04 16.7 4.2 12.7 9 0.95 7.5% 0.90
RHO6 14.4 13 13.3 9 0.88 6.6% 0.80
RHO7 12.3 -0.4 12.7 9 0.92 7.2% 0.87
RHOR 16.1 29 13.5 9 0.91 6.7% 0.81
RHO09 14.0 1.4 12.7 9 0.91 7.2% 0.86
RHI10 14.8 1.3 13.4 9 1.11 8.3% 1.00
RHI2 15.5 L5 13.0 9 1.63 12.5% 1.51
RH13 133 0.2 13.1 9 1.21 9.2% 1.11
RH14 16.6 1.7 13.5 9 1.82 13.5% 1.62
RH19 12.2 -0.9 12.9 9 0.75 5.8% 0.70
A0203 15.5 1.9 13.0 9 1.35 10.4% 1.25
G026 15.6 1.1 13.9 9 1.52 10.9% 1.32
CLo001 13.0 0.8 12.5 9 0.63 5.0% 0.61
CL002 13.1 0.0 13.1 9 0.87 6.6% 0.80
CL003 14.9 — — 1 — - —
CL004 14.1 — — 1 — — -
CL014 15.6 — = 1 — - .
CLO015B 16,7 - = 1 = = —
CL017 13.6 - - 1 = = -
CL018 16.5 — — 1 = = =
CL019 13.5 = = L — - .
Total participating laboratories = 23
Median 14.8 13 13.1 - 0.94 7.4% 0.89
Range 122~17.4 -0.9~4.2 12.5~14.1 — 0.51 ~1.82 4.0% ~ 13.5% 0.48 ~ 1.62
Mean of All participating laboratories CV 8.3% -

1). Standard Deviation Index ( SDI ) = { Individual Result - Individual Robust Mean ) / Individual Robust SD

BEMZ & G6PD

2). Coefficient of Variation Ratio ( CVR ) = Individual CV / Mean of All participating laboratories CV

3). Survey / Sample No. : RH2007-01/82 ;RH2007-07/S2 ; RH2007-11/83 ; RH2008-01/83 ; RH2008-07/82 ; RH2009-01/81 ;

RH2010-05/S3 ; RH2011-07/82 ; RH2021-02/83

* TR 25 & Intermediate Measurement Precision { 7 & within-laboratory precision ) : ISO 3534-2:2006, JCGM 200:2012
(VIM, 3rd ed. ) 2.23

** Mean and SD are calculated by Robust method according to ISO 13528, Algorithm A.
<5 BEBAPRREEA TR

EERBPEBEEERS 1/1 Ver 1.4_20200727
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