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1.2 8 (7 GBPD R (6# (Hb) i RIRERSET B X, 91 T RERERA C.V.  SHfifH

2.75% GBPD 5 B ihER4E I o) (] /3 (i8]
3. A 2 (Hb) ji & iEeLE T o) (ffilE
ZEG6PD KM EEMHD)EERBITIEREREER —ER
RN | Rk | Sample 1 Sample 2 Sample 3 Hb1 | Hb2 | Hb3
{tﬁ {tﬁ (3&) (U/gHb)| D% |z score| SDI |(Ughib)| D% |z score| SDI |(UgHb)| D%  |zscore| SDI | (e/dL) (g/dL) (g/dL)
RHO1 RHO1 1 11.2| 5.7% | 0.8 |0.8(15.7|-1.9% |-0.3 [-0.1/ 4.0 | 8.1% | 1.1 [0.5| 2.3 25 2.4
RHO2 RHO02 7 1.4|75% | 1.1 ]1.0(16.4| 2.5% | 0.4 [0.5|4.4 |18.9%| 2.5 [1.5| 2.1 2.2 2.3
RHO04 RHO04 1 10.3(-2.8% |-0.4 |-0.2|15.2|-5.0% |-0.7 |-0.5| 3.6 |-2.7% |-0.4 |-0.5| 2.2 23 2.4
RHO5 RHO5 4 11.4|7.5% | 1.1 |1.0(17.9{11.9% | 1.7 |1.9]3.9 | 5.4% | 0.7 |0.3| 2.1 2.2 2.4
RHO06 RHO06 4 11.0( 3.8% | 0.5 |0.6|16.6| 3.8% | 0.5 [0.7| 4.3 [16.2%| 2.2 [1.3| 2.1 2.3 2:2
RHO7 RHO7 4 12.0(13.2% | 1.9 |1.7(17.5| 9.4% | 1.3 [1.5]| 4.3 |16.2%| 2.2 |[1.3| 21 2.2 22
RHOS8 RHO08 7 9.2 [-13.2%(-1.9 |-1.4|14.0-12.5%| -1.8 |-1.6| 3.3 [-10.8%|-1.4 |-1.3| 2.2 2.4 2.4
RH09 RHO09 2 10.4|-1.9% |-0.3 |-0.1]15.3|-4.4% |-0.6 [-0.5| 3.6 |-2.7% |-0.4 |-0.5| 2.0 2.2 2.2
RH10 RHI10 4 11.5(8.5% [ 1.2 |1.1|16.4| 2.5% | 0.4 |0.5|3.9 | 5.4% | 0.7 [0.3| 2.2 2.4 2.4
RHI12 RHI12 4 10.6| 0.0% | 0.0 |0.1{16.1| 0.6% | 0.1 {0.3|3.7 | 0.0% | 0.0 |-0.2] 2.1 23 2.2
RHI3 RHI13 3 11.1| 4.7% | 0.7 |0.7|16.6| 3.8% | 0.5 [0.7| 4.5 (21.6%| 2.9 [1.8| 2.3 24 2.4
RH14 RH14 A 9.4 |-11.3%|-1.6 |-1.2|15.0(-6.3% |-0.9 |-0.7| 3.5 |-5.4% |-0.7 |-0.8| 2.3 2.4 2.4
RHI18 RHI18 7 9.8 |-7.5% |-1.1]-0.8|14.2|-11.3%|-1.6 |-1.5| 3.3 [-10.8%|-1.4 |-1.3| 2.2 2.4 2.3
RH19 RH19 1 9.4 |-11.3%|-1.6 |-1.2(14.5|-9.4% |-1.3 [-1.2| 3.1 |-16.2%|-2.2 |-1.8| 2.3 2:3 23
A0189 A0189 7 9.5 [-10.4%|-1.5|-1.1|16.1| 0.6% | 0.1 |0.3| 3.6 |-2.7% |-0.4 |-0.5| 2.1 23 2.2
A0203 A0203 7 11.0| 3.8% | 0.5 |0.6|16.7| 4.4% | 0.6 [0.8|4.3 [16.2%| 2.2 [1.3| 2.2 2.3 2.2
G026 G026 8 10.7| 0.9% | 0.1 |0.2|15.6(-2.5% |-0.4 [-0.2| 3.6 |-2.7% |-0.4 [-0.5| 2.1 23 2.3
CL001 RH16 7 10.3|-2.8% |-0.4 |-0.2|15.4|-3.8% |-0.5 |-0.4| 3.7 | 0.0% | 0.0 [-0.2| 2.2 23 2.3
RHO3
RH11
RH17
CL002 G031 5 10.3|-2.8% |-0.4 |-0.2|16.6| 3.8% | 0.5 [0.7(3.8 | 2.7% | 0.4 [0.0| 2.2 2.2 2.2
BO00S
CLOl6
A0511
CLO14 CLO14 2 10.0|-5.7% |-0.8 |-0.6|14.5(-9.4% |-1.3 |-1.2| 3.4 |-8.1% |-1.1 [-1.0] 2.2 2.4 23
CLO15B CLO15B 4 11.1| 4.7% | 0.7 |0.7 [16.0| 0.0% | 0.0 {0.2|3.9 | 5.4% | 0.7 |0.3]| 2.1 23 2.3
Total participating laboratories = 21
(M;ffian) - 4 10.6 16.0 3.7 22 | 23 | 23
op - = 0.742 1.12 - - - -
op’ - - - = 0.276 . - -
Range - 1-8 9.2-12.0 14.0-17.9 3.1-4.5 2.0-2.3(2.2-2.5(12.2-2.4
n - - 21 21 21 21 21 21
Mean - - 10.5 156.8 3.8 2.2 2.3 2.3
S.D. - - 0.9 1.1 0.4 0.1 0.1 0.1
C.V. - - 8.6% 7.0% 10.5% 4.5% | 4.3% | 4.3%
Note:
1. D% BigER(E (X)) SR E(E (Xa ) 2 2 EEAVEEED EOtEER - D% = [ (X -Xa )/ Xa]x 100%
2.z score BIRER{EZRE (D =X —Xa) #IFEEREER (op ) ZEhE « (zscore=D/op )
3. SDI Ay ff B {E S (A RR B2 7 LL(E - [ SDI= (X —Mean ) /SD ]
4. %5E{E (Assigned value; Xa ) A% ERRENERGIESRE A TSR F 1% (Median )
5. ST (0p) £ 7% x Xa » B35 Xa < 2.9 U/gHb % + # 0, = 0.2
6. FHETEILAER (0p') = (0p? + Uxa? )2 » Uxa BEEEATENIREEERE » & uxa > 0.30p FHEERT op' HARFRE -
7. F45{H (Mean ) 8283 ( SD ) £RFITR{E ( Robust ) 4tst 774514 ( {(kik 1SO 13528 55| » {81 Algorithm A JEEIE ) -
8. A LFFRZ (Maximum Allowable Deviation; MAD ) % 3 x (o / Xa ) x 100%
9. F—{EIGREHT G6PD iaER{E 4 R HIENEAI © Acceptable : | z | < 2; Caution @ 2 < |z | = 3; Unsatisfactory : | z|>3
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

[Survey No : RH2016-10 (in green ®)]

- Total participants' CV result ploted against surveys
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Fig RH-2.1

- Total participants' CV result ploted against G6PD activities
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n: 36 Median of CV: 7.0% HMean of CV: 7.1% SD of CV: 3.1% Range of CV: 3,6%-21.1% (date: RH2014-01 to RH2016-10)
Fig RH-2.2
* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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G6PD JE B i Ble % inE fRetat &
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

SMER  RH2016-10  IREGEHFHHY : 2016 £ 10 H 17 H W EELLHE 2016 4210 H 24 H

FEE(ERAR S2 fafd 2 A HEZ (n =5 ; Survey / Sample No. ) :
RH2013-11/S1 ; RH2014-07/S3 ; RH2015-10/S1 ; RH2016-07/S1 ; RH2016-10/S2

F B 7 R G6PD & BB MR EE

Survey : RH2016-10 / Sample 2 Period : 2013 ~ 20162
kb U/gHb Sp1! Mean n SD (6)%
RHO1 15.7 <0.1 14.7 5 0.0 <0.1%
RH02 16.4 1.3 14.8 5 1.2 8.0%
RHO04 15.2 0.0 15.7 5 0.4 2.6%
RHO5 17.9 — - 13 — —
RHO06 16.6 1.0 15.3 5 1.3 8.6%
RHO7 17.5 0.9 16.2 5 1.5 9.2%
RHO8 14.0 -0.6 14.3 5 0.5 3.4%
RHO09 153 -0.5 15.7 5 0.8 5.0%
RHI10 16.4 1.5 15.3 5 0.8 5.0%
RHI12 16.1 0.5 15.5 5 1.2 7.4%
RHI13 16.6 1.4 15.1 5 1.0 6.9%
RHI14 15.0 -0.2 15.2 5 1.1 7.3%
RHI8 14.2 -0.9 14.9 5 0.7 5.0%
RHI19 14.5 - — 44 —_ —
A0189 16.1 -0.3 16.6 5 1.9 11.3%
A0203 16.7 1.8 15.0 5 0.9 6.1%
G026 15.6 -0.2 15.7 5 0.5 3.4%
CL001 154 1.0 14.4 5 0.9 6.6%
CL002 16.6 1.0 15.6 5 0.9 6.0%
CLO14 14.5 -1.2 15.8 5 1.0 6.6%
CLO15B 16.0 1.5 14.6 5 0.9 6.4%
Total participating laboratories = 21
Median 16.0 0.7 153 - 0.9 6.5%
Range 14.0~179 -12~1.8 143 ~ 16.6 - 0.0~19 <0.1%~11.3%

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

2). Survey / Sample No. : RH2013-11/S1 ; RH2014-07/S3 ; RH2015-10/S1 ; RH2016-07/S1 ; RH2016-10/S2
3). ZEMPTAREIEIERERE RN AR

4). fIFR—REEAEF RH2014-07 HI$ERR

* A2 E : Intermediate Measurement Precision ; 1SO 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.
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