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R | e | EEE Rfiggu Sample 1 Sample 2 Sample 3 Hb1 |Hb2 [Hb3
{Jﬁﬁg" {ﬁﬁ‘% (9&) Code (U/gHb)| D% |z score|SDI |(U/igHb)| D% |z score|SDI |(UigHb)| D% |z score|SDI| (g/dL) (g/dL) (g/dL)
RHO1 ﬁgg; 2 3 42 (105% | 1.4 [1.0] 7.0 | 7.7% | 1.1 |[1.4| 7.0 | 7.7% | 1.1 |0.9| 2.7 2.2 2.2
RHO02 RHO02 3 4 34 -10.5%)| -1.4 |-0.6| 6.2 |-4.6% | -0.7 |-0.5| 6.1 |-6.2% |-0.9 |-0.7| 2.7 2.3 2.3
RHO04 RH04 7 3 2.8 |-26.3%| -3.5 |-1.9] 5.9 |-92% | -1.3 |-1.2| 5.5 |-15.4%)| -2.2 |-1.8| 2.6 2.2 2.2
RHO06 RHO06 7 3 3.8 10.0% | 00 (02| 6.5 |0.0% | 0.0 02| 6.4 |-1.5% |-0.2 |-0.2| 2.6 2.2 2.1
RHO7 RHO7 4 3 41 | 79% | 1.0 [0.8] 6.7 | 3.1% | 0.4 |0.7| 7.1 | 92% | 1.3 |1.1| 2.5 2.1 2.0
RHO08 RHO8 7 3 39 126% | 03 (04| 64 |-1.5% |-0.2 (00| 6.4 |-1.5% |-0.2 |-0.2| 2.5 2.1 2.1
RHO09 RHO09 4 4 34 -10.5%)| -1.4 |-0.6| 6.2 |-4.6% | -0.7 |-0.5| 6.3 |-3.1% | -0.4 |-0.4| 2.3 1.9 1.9
RH10 RH10 4 4 2.8 1-26.3%)|-3.5 |-1.9] 6.6 | 1.5% | 0.2 |0.5]| 6.5 | 0.0% | 0.0 [0.0| 2.3 1.9 2.0
RHI12 RH12 7 4 3.7 1-2.6% |-0.3 10.0| 6.6 | 1.5% | 0.2 |0.5]| 6.7 | 3.1% | 0.4 (04| 24 2.1 2.1
RH13 RHI13 3 4 3.1 |-18.4%)|-2.4 |-1.3] 6.6 | 1.5% | 0.2 |0.5]| 6.6 | 1.5% | 0.2 [0.2]| 2.5 2.1 2.2
RH14 RH14 3 3 39 [26% | 03 |04 68 | 4.6% | 0.7 (09| 7.2 [10.8% | 1.5 |[1.3]| 2.6 2.3 2.3
RH19 RH19 3 4 3.3 -13.2%)| -1.7 |-0.8| 5.9 [-92% | -1.3 |-1.2| 5.9 |-9.2% |-1.3 |-1.1| 2.5 2.2 2.2
A0189 A0189 4 4 2.2 |-42.1%)| -5.6 |-3.1| 5.7 |-12.3%| -1.8 |-1.6| 5.6 |-13.8%|-2.0 |-1.6| 2.3 2.0 1.9
o203 | LS 2 3039 26% 03 04 64 -15% -02 0.0 65 00% 0000 26 21 | 21
G026 G026 7 4 3.3 -13.2%)| -1.7 |-0.8| 6.4 |-1.5% | -0.2 |[0.0| 6.2 |-4.6% |-0.7 |-0.5| 2.4 2.2 2.2
CL001 CL001 4 4 3.5 [-7.9% | -1.0 |-0.4| 5.9 [-9.2% |-1.3 |-1.2| 59 [-9.2% | -1.3 |-1.1| 2.4 2.1 2.1

RHO3

RHI11

RH17

G031
CL002 B005 1 1 40 | 53% | 0.7 |0.6] 6.1 |-6.2% |-0.9 |-0.7| 6.3 |-3.1% | -0.4 |-0.4| 2.3 2.0 2.1

CLO16

A0511

CL021

CL022
CL003 RH16 5 4 3.5 1-79% | -1.0 |-0.4| 6.1 |-6.2% | -0.9 |-0.7| 6.2 |-4.6% | -0.7 |-0.5| 2.5 2.2 2.2
CL004 CL004 4 3 42 [105%| 1.4 (1.0 59 |-92% | -1.3 |-1.2| 59 [-92% | -1.3 |-1.1| 2.4 2.1 2.1
CLO014 CLO014 7 3 3.8 10.0% |00 (02| 6.8 |4.6% | 0.7 [09| 7.3 |12.3% | 1.8 [1.4]| 2.5 2.1 2.1

CLO15B CLO15B 7 3 42 [105%| 1.4 [1.0] 6.6 | 1.5% | 0.2 |0.5| 6.7 | 3.1% | 0.4 |04]| 2.5 2.1 2.1
CLO17 CLO17 7 4 3.7 [-2.6% |-03 0.0 7.1 | 92% | 1.3 [1.6| 6.9 | 6.2% | 09 |0.7| 2.3 2.0 2.0
CLO18 CLO018 2 3 40 | 53% | 0.7 [0.6] 69 | 62% | 09 |1.2| 73 [123% | 1.8 |1.4| 2.6 2.1 2.1
CLO019 CL019 7 3 42 (105% | 1.4 [1.0] 6.7 | 3.1% | 0.4 |0.7| 6.7 | 3.1% | 0.4 |04| 2.3 2.0 2.0
Total participating laboratories = 24

(M:i?an) - 4 - 3.8 6.5 6.5 2.5 2.1 2.1
Uxa - - - 0.108 0.097 0.126 - - -

Op - - - - 0.455 0.455 - - -
oy - - - 0.287 - - - - -
Range - 1-7 - 2.2-42 5.7-7.1 5.5-7.3 2.3-2.71.9-2.3|]1.9-2.3
n - - - 24 24 24 24 24 24
Mean - - - 3.7 6.4 6.5 2.5 2.1 2.1
SD - - - 0.48 0.43 0.56 0.15 | 0.11 | 0.11
(&% - - - 13.0% 6.7% 8.6% 6.0% | 5.2% | 5.2%

Note:

1. D% Fsl@BRfE (X)) Bl E(E (Xa ) 2 2SR E EALEL E T EFR - D% =[ (X —Xa)/Xa]x 100%

2. ux, BELEEIEH AR TEE - ux,=1.1xSD/nl?

3.4ﬁﬁﬁﬁ(cp)#,7%xxa’1E%Xa<29U/gHbHT H ,=02U/gHb

4 FHEETEEEE (o)) = (op” +uxa® )2+ & uxa = 0.30p FHE o’ Bk ERE -

5. z score SytplB{E 200 (D = X — Xa ) BIEPERAESE (op ) ZELME ° (zscore=D /oy, )

EEFHEERTERAEE (op) MURRT(SHEEAERS > z score =D /oy’ -

6. SDI F g B {H BV ([HRY 22 PRS2 2 LE{ - [SDI=(X —Mean)/SD] - & SD {H 7 0 f » SDI R F&HE

7. 5 E{E (Assigned value; Xa ) Byak i B ARHG A & KBTI E A SR 2 78 (Median ) -

8. SEIMH (Mean ) BIFEF (SD ) £RFHFE(E (Robust ) &iatJ77AEH (4 1O 13528 $55] » (] Algorithm A JHEL ) -

9. H—{E R EEHY GOPD fala {45 A EHEHI] ¢ Acceptable © |z | = 2; Caution : 2 <|z|<3; Unsatisfactory : |z| 23
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Reagent Kit Reagent Lab
Code
A0203, CL004, CLO14,
Innovation ,  |CLOISB, CLOIS, CLOIY,
v RHO1, RH04, RH06, RHO7,
RHO8, RH14
A0189, CL001, CLOO3,
Lanner 4 CLO017, G026, RH02, RHO09,
RH10, RH12, RH13, RH19
Trinity ‘ 1 ’CLOO2
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2023-01 (in green ®))|

- Total participants' CV result ploted against surveys
40%

30%
Ccv *
20%

10% + +

BatchNo RH2020-01 RH2020-02  RH2020-03  RH2020-04  RH2021-01  RH2021-02  RH2021-03  RH2021-04  RH2022-01  RH2022-02  RH2022-03  RH2023-01
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%
Ccv *
20%
*
L ] * *
10% * + + ® p : M ’0
L N .’ MR . * e * .
.

‘(;ﬁﬂgub)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: 7,9% MHean of CV: 9.7% SD of CV: 6.6% Range of CV: 3,9%-48% {(date: RH2828-81 to RH2823-81)
Fig RH-2.2
* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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2.%F ERFAGHE P FFAEE PR 2
10699 % 4 2 bh % 624 4
T3 (02) 2703-6080
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(Report generated at 2023-02-21 15:01:00)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 1/1 Ver 1.0_20161206
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52k ]
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A A4 D RH2023-01 fed 0 p 8 02023 & 02 7 13 ¢
T > #( F) 1 24 i (100%)

LA pH 202302 200

P

153784
Q1

| +
| I
! I T d
7 r Q3
6 oM A B
5 L
w g | w1
w3 ¢ =¥ (Median) = 3.8 (n=24)
2 1 T 351 (Mean)* = 3.7 (n=24)
1t % £ (SD)* =0.48
0 o CV =13.0%
2.0 2.3 2.6 2.9 3.2 3.5 3.8 4.1 4.4 4.7
G6PD (U/g Hb)
6 L
g o 2
e 4 r
w3 | ¢ >4k (Median) = 6.5 (n=24)
) L T 351 (Mean)* = 6.4 (n=24)
R -9 £ (SD)* = 0.43
o CV=6.7%
5.5 5.7 5.9 6.1 6.3 6.5 6.7 6.9 7.1 7.3
G6PD (U/g Hb)
- | I —
6 L
5 L
iy 3
i 3 # i+ #& (Median) = 6.5 (n=24)
2 I 398 (Mean)* = 6.5 (n=24)
| ﬁ 19 £ (SD)* = 0.56
0 CV =8.6%
5.3 5.6 5.9 6.2 6.5 6.8 7.1 7.4 7.7
G6PD (U/g Hb)
*T 5% (Mean) 273 £ (SD) 4 * ISO 13528 £ ¢ (Robust ) 53+ i 3+ &

G6PD EERERIRmEMRE GOoPD EHEMeT 2 HE 1/1
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G6PD T & & I'F & ¢ 3% 4 Hb B % 3t 4 # [

A A D RH2023-01  fAEF S p ) 120232 02 % 13 p 42 #. p #2023 % 027 20 ¢
vl (L ) 1 24 > (100%)

8 -
6 L
i w1
4}
e ¢ i* #& (Median) = 2.5 (n=24)
2+ I 35 (Mean)* = 2.5 (n=24)
# % £ (SD)*=0.15
O , , , , IR RN R RS R ) CV=6.0%
1.8 19 20 21 22 23 24 25 26 27 28
Hb (g/dL)
12 ¢
10 +
8 -
¥ w2
= 6|
o0 ¢ ik (Median) = 2.1 (n=24)
I 357 (Mean)* = 2.1 (n=24)
T T B £ (SD)* = 0.11
0 SN HHHE I TR RS ) ) ) ) ) CV =5.2%
1.8 1.9 20 21 22 23 24 25 26 27 28
Hb (g/dL)
16
14 }
12}
= 8t
LIS ¢ >4k (Median) = 2.1 (n=24)
4t I 33{E (Mean)* = 2.1 (n=24)
2t #® £ (SD)*=0.11
0 CV=5.2%

1.8 1.9 20 21 22 23 24 25 26 27 28
Hb (g/dL)

*T3afE (Mean) 2% Z (SD) # * ISO 13528 #£ i (Robust ) se3t = 23+ 5

G6PD EE21REBRRmEBE Hb BERMAFT D 1h[E 1/1 Verl.0_20161128
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G6PD T 2B e HE L 2R B 40 H

¥ A bk © RH2023-01
By B (L &) 1 24 45 (100%)

Mg A aHg 2023402 A 13 8

MAEA B H 20235402 A 208

Sample 1
Kit 34 f
§
IR 7% [ S— -
>
P
€ oaly | -]
20 23 26 20 32 35 38 41 44 A7
G6PD (U/g Hb)
Sample 2
Kit 3 e |
§
g Kid| R —
(o]
©
S V[ W— S—
55 57 59 61 63 65 67 69 74 13
G6PD (U/g Hb)
Sample 3
Kit3{ | —
§
T Kitd] | |
o]
S
Ay  |—— S
53 56 59 62 65 68 74 74 17
G6PD (U/g Hb)

G6PDZEEM B mEREA R LA D mE

BERA] e Rk
[ J¥ ]
| | o
*ﬁ’% 1 s [ %3
Reagent Bfa# st FEr REE SR GH
Kit () (Median) (Mean) (SD) (CV)
3 12 4.0 4.0 0.21 5.3%
4 11 34 3.3 0.35 10.6%
All 24 3.8™ 3.7 0.48 13.0%

* Calculated by robust method ( ISO 13528 ; Algorithm A )
** Assigned value; Xa

Reagent kit 3 : Innovation

Reagent kit 4 : Lanner

n<57RF &3t

A2
Reagent #fx#t Pt FHET REET HEEAR
Kit (n) (Median)  (Mean) (SD) (V)
3 12 6.7 6.6 0.35 5.3%
4 11 6.2 6.3 0.42 6.7%
All 24 6.5** 6.4 043 6.7%

* Calculated by robust method ( ISO 13528 ; Algorithm A )
** Assigned value; Xa

Reagent kit 3 * Innovation

Reagent kit 4 © Lanner

n <5 KP4t

e 3
Reagent ¥ frft P Pga* AREEY RGN
Kit (n) (Median)  (Mean) (SD) cv)
3 12 6.7 6.7 0.58 8.7%
4 1 6.2 6.3 0.44 7.0%
All 24 6.5** 8.5 0.56 8.6%

1/1

* Calculated by robust method ( ISO 13528 ; Algorithm A )
** Assigned value; Xa

Reagent kit 3 : Innovation

Reagent kit 4 : Lanner

n<5 KP4t

Verl.l 20201118
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GO6PD = & 2% 58 3+ 2 €47 12 (Repeatability) i3+ (1)
# 4 =0 1 RH2023-01 WA F 0 p ¥ 0 2023/02/13 SR 24wy ok po#p o 2023/02/20

A 53 A ¢ o Sample 2 2 Sample 3 € * - #ELOEE A 0 S B RS B LIRS
= —?5 L aE 2§V E 0 TR LRk E kS T 4 12 (Repeatability ) )

a b
LabID (U/Zsz) (U/:3Hb) (Ul\//[;ﬁlb) (U/ﬁ Hb) A%
RHOI 7.0 7.0 7.00 0.00 0.0%
RHO2 6.2 6.1 6.15 0.10 1.6%
RHO4 5.9 55 5.70 0.40 7.0%
RHO6 6.5 6.4 6.45 0.10 1.6%
RHO7 6.7 7.1 6.90 0.40 5.8%
RHO8 6.4 6.4 6.40 0.00 0.0%
RH09 6.2 6.3 6.25 0.10 1.6%
RHI0 6.6 6.5 6.55 0.10 1.5%
RHI2 6.6 6.7 6.65 0.10 1.5%
RHI3 6.6 6.6 6.60 0.00 0.0%
RH14 6.8 72 7.00 0.40 5.7%
RH19 5.9 5.9 5.90 0.00 0.0%
A0189 57 56 5.65 0.10 1.8%
A0203 6.4 6.5 6.45 0.10 1.6%
G026 6.4 6.2 6.30 0.20 3.2%
CLOO1 5.9 5.9 5.90 0.00 0.0%
CL002 6.1 6.3 6.20 0.20 3.2%
CLO03 6.1 6.2 6.15 0.10 1.6%
CLO04 5.9 5.9 5.90 0.00 0.0%
CLO14 6.8 73 7.05 0.50 7.1%
CLOISB 6.6 6.7 6.65 0.10 1.5%
CLO17 7.1 6.9 7.00 0.20 2.9%
CLOIS 6.9 73 7.10 0.40 5.6%
CLO19 6.7 6.7 6.70 0.00 0.0%
Xa (Median) 6.5 6.45 0.10 1.6%
Range 55~73 5.65~7.10 0.00~050 | 0.0%~7.1%
Mean 6.4 6.44 0.15 2.3%
EX

a) Mean=(S2+S3)/2
b) A=| $2-83 |
C) A%=A/(Mean)
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Kit3; | Kit (n) (Median) (Mean) Range
v 3 12 1.6%  3.0% 0.0%~7.1%
_ Kitdq —
s 4 11 1.6% 1.4%  0.0% ~3.2%
§ all- |

' All 24 1.6%  23% 0.0%~7.1%
00 10 20 30 40 50 60 70 80 Reagent kit 3 : Innovation

A% Reagent kit 4 : Lanner
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