1034 G6PD W2 Bt S — Kbtk m B SRS

BEAGHESE - RH2014-01
#2221

Iy HH - 2014 £ 01 H 13 H
[T E(EER) © 22 (100%)

W EgE R HE - 2014 5 01 H 20 H

1A EHEZ EEEE G6PD Mt 2 (Hb) & S tefpa EETR 5k 4 EARREEEREPIE G R e i C.V. S il
5. EARESE fivEtpls GOPD JHI A E = C.V. il

6. AR A 1EHE D%, Z___J% SDI 53 {fifElsiZ:
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WEREEN | TESERLE | Oy Sample 1 Sample 2 Sample 3 Hb 1 Hb 2 Hb 3
(A¥C (X x) (UlgHb) D% Z o | SDI | (UigHD) D% Z oo | SDI | (UigHb) D% Zoore | SDI (g/dL) (g/dL) (gldL)
RHO1 Eggé 2 | 76 | -232% |-33|-28| 7.7 | -27.4% |-3.9 |32 25 | -286% |-41 23 22 | 23 | 23
RHO02 RHO02 7 9.3 -6.1% |-09|-06|10.3 | -28% |-04 |-0.3| 3.7 5.7% 0.8 | 0.8 2.1 2.1 2.1
RHO3 RHO03 3 100| 10% |01 |02 113 | 66% |09 |08 | 35 0.0% | 0.0 0.3 2.2 2.2 2.3
RHO04 RHO04 7 94 | -51% |-0.7 |-05(101 | 47% |-0.7 |-06| 3.2 | -8.6% |-1.2 -0.5 2.2 2.3 2.3
RHO06 RHO06 4 94 -51% |-0.7 |-0.5| 9.8 -75% |-1.1|-09| 35 0.0% 0.0 | 0.3 2.2 2.3 2.4
RHO7 RHO7 4 10.7 | 8.1% 12 111|119 | 123% |18 |14 | 4.1 171% | 24 | 1.8 2.3 2.2 2.3
RHO08 RH08 4 93 | 61% |-09|-06| 96 | 94% |[-13|-11| 34 | -29% |-04|0.0 2.2 2.3 2.4
RHO09 RHO09 4 9.9 0.0% 00 |01 105 | -09% |-0.1|-0.1| 3.3 -5.7% |-0.8 |-0.3 2.2 2.2 2.4
RH10 RH10 4 98 | -1.0% |-0.1|0.0 (106 | 00% |00 |00 | 3.2 | -8.6% |-1.2 -0.5 2.2 2.2 2.3
RH12 RH12 7 10.7 | 8.1% 1.2 [ 1.1 ]| 11.2 5.7% 0.8 | 0.7 | 3.7 5.7% 0.8 | 0.8 2.0 2.1 2.2
RH13 RH13 3 10.3 | 4.0% 06 | 06 | 10.8 1.9% 03102 | 35 0.0% 0.0 | 0.3 2.2 2.2 2.3
RH14 RH14 4 9.6 -3.0% |-04|-03|104 | -19% |-0.3|-0.2| 3.6 2.9% 04 |05 2.3 2.3 2.4
RH18 RH18 3 109 | 101% |14 (14 | 119 | 123% | 1.8 |14 | 3.9 M14% |16 | 1.3 2.3 2.3 2.4
RH19 RH19 3 9.3 -6.1% |-0.9|-06|101 | -4.7% |-0.7 |-06| 3.3 -5.7% |-0.8 |-0.3 2.2 2.2 2.3

A0189 A0189 7 10.3 | 4.0% 06 [06 | 115 | 85% 12 110 | 29 | -171% |-24 |-1.3 2.1 2.2 2.3
A0203 A0203 7 10.7 | 8.1% 12 111|113 | 6.6% |09 |08 | 3.7 57% |08 0.8 2.1 2.2 2.2
G026 G026 3 88 | -11.1% |-16 |-1.3[10.0 | -57% [-0.8 |-0.7| 29 | -171% |-24 -1.3 2.2 2.3 2.3
CLO001 RH16 4 10.1 2.0% 03 |04 |10.0| -5.7% |-0.8|-0.7| 34 -2.9% [-04 0.0 2.2 2.2 2.3
RH11
RH17
CL002 G031 1 84 | -152% |-22|-18| 88 | -17.0% |-24 |-20| 2.6 | -25.7% |-3.7 |-2.0 2.1 2.2 2.3
B005
CLO16
B001 B001 4 10.2 | 3.0% 04 |05 | 114 | 7.5% 11 109 | 4.0 143% |20 |15 2.3 2.3 2.3
CLO14 CLO14 8 106 | 7.1% 1.0 |1.0 | 111 47% | 0.7 | 0.6 | 3.6 29% |04 05 2.3 2.3 2.3

CLO15B CL015B 3 9.7 -2.0% |-0.3|-0.1|10.7 | 0.9% 0.1 01| 37 5.7% 0.8 | 0.8 2.1 2.2 2.2
Total participating laboratories = 22

™ ;fi‘an) - 4 9.9 10.6 35 2.2 2.2 2.3

Gp - - 0.693 0.742 0.245 - - -
Range - 1-8 7.6-10.9 7.7-11.9 2.5-4.1 2.0-2.3 | 2.1-2.3 | 2.1-2.4
n - - 22 22 22 22 22 22
Mean - - 9.8 10.6 34 2.2 2.2 2.3
S.D. - - 0.8 0.9 0.4 0.1 0.1 0.0
C.v. - - 8.2% 8.5% 11.8% 4.5% 4.5% 0.0%
Reference - - 9.2 10.6 3.9 2.2 2.3 24
Note:

-D% FotpBafe (X) BLEAR(E (Xa ) ZZ2HEE FIREAILEELIH SRR - D% = [ (X - Xa )/ Xa]x 100%

Lo PRERMEFERE (D = X — Xa ) BGHAEIEAE (0 ) ZEE(E - (Z

score b score D /0p )e
. SDI Bt {E BV E Y 2R p e e 2 2 LhfE - [ SDI = (X -~ Mean )/ SD]
- HIEE (Xa) Bz Emie it E R e Eas R T8 ( Median ) -
FPIARE (o)) B 7% x Xa > R feit % (Maximum Allowable Deviation; MAD ) £ 3 x (0 / Xa ) x 100% » & Xa < 2.9 U/gHbi§ > H o =0.2
FH9(E (Mean ) BIEFESHEAREZE (SD ) FRAIEEME ( Robust ) EEUASHE (ficiE 1SO 13528:2005455] - {#iH] Algorithm A JEELE ) -
. The reference values were determined by using Trinity Biotech 345-UV reagent at 37 °C.
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Long Term Observation of Blood G6PD Quantitative Test QA Survey Results

Survey No : RH2014-01 (in green ®)
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* Mean and SD are calculated by Robust method according to ISO 13528:2005 since 2014
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External Quality Assurance (EQA) for Neonatal G6PD Screening

ZhfttsE  RH2014-01  fASZrti HHA : 2014 2 01 H 13 [ e Al F 4 - 2014 4201 F 20 1

A AR S3 ihs 2 St (n =7 ; Survey / Sample No.) :
RH2009-09/S3 ; RH2010-01/S3 ; RH2011-05/S1 ; RH2011-07/S3 ; RH2012-05/S2 ; RH2013-01/S3; RH2014-01/S3

HEBEARI G6PD EEREREFE (TRIREE)

Survey : RH2014-01 / Sample 3 Period : 2009 ~ 20142
kb U/gHb SDI2 Mean n SD CV
RHO1 2.5 -1.1 3.4 7 0.8 23.5%
RHO02 3.7 1.0 3.4 7 0.3 8.8%
RHO03 3.5 -0.6 3.9 7 0.7 17.9%
RHO04 32 -1.3 3.6 7 0.3 8.3%
RHO06 3.5 0.0 3.5 7 0.0 0.0%
RHO7 4.1 1.3 3.7 7 0.3 8.1%
RHOS8 3.4 -0.7 3.6 7 0.3 8.3%
RHO09 33 -1.5 3.6 7 0.2 5.6%
RH10 32 -0.6 3.5 7 0.5 14.3%
RHI12 3.7 0.4 3.5 7 0.5 14.3%
RH13 3.5 0.2 3.4 7 0.5 14.7%
RH14 3.6 0.0 3.6 7 0.2 5.6%
RHI18 39 1.0 3.5 7 0.4 11.4%
RH19 33 -1.0 3.5 7 0.2 5.7%
A0189 2.9 -0.9 3.5 7 0.7 20.0%
A0203 3.7 0.5 3.6 7 0.2 5.6%
G026 2.9 -4.0 3.7 7 0.2 5.4%
CLO001 3.4 0.0 3.4 7 0.1 2.9%
CL002 2.6 -4.5 3.5 7 0.2 5.7%
B001 4.0 0.8 3.6 7 0.5 13.9%
CLO014 3.6 0.3 3.5 5 0.3 8.6%
CLO15B 3.7 - 3.7 1 - -
Total participating laboratories = 22
Median 3.5 0.0 3.5 - 0.3 8.3%
Range 2.5~4.1 -45~13 34~39 - 0.0~0.8 0.0% ~ 23.5%

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

2). Survey / Sample No. : RH2009-09/S3 ; RH2010-01/S3 ; RH2011-05/S1 ; RH2011-07/S3 ; RH2012-05/S2 ;
RH2013-01/83 ; RH2014-01/S3

* S5 Intermediate Measurement Precision 5 1SO 3534-2:2006

** Mean and SD are calculated by Robust method according to ISO 13528:2005
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