G6PD &= &g ElmEdtat&ER k. SDI 73 {filE]
3EFE LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
SIE
% Lab009 |
\ \ Control N \ Control D
\ QC Control Lot No. | AE0909N \ AE0909D
HeBAH Month CuM Month CUM
IR (2016/08) |  (2016/02/01~2016/08/31) | (2016/08) |  (2016/02/01~2016/08/31)
| ZEHELH (N) e 13 s 13
| E:EH9(E (Mean)UigHb | 156 | 145 | 64 | 5.9
\ i (SD) |08 | 0.9 04| 0.4
| BHERGE(CV)% [ 51 | 6.2 63 | 6.8
| EfEE (Target) UigHb | 144 | 14.4 58 | 5.8
\ 4R (TE) % | 186 | 13.1 | 228 | 15.3
| mEEsE (TEa)% | 20| 20 20 | 20
\ o |23 3.1 15| 2.7
R57E (Bias)% = { [ | B5FFH9ME (Mean) - B (Target)| 1/ FAEH (Target) } x 100%
48372 (TE, Total Error)% = 272 (Bias)% + 2 x RetE 5 (4] (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / &t 8 {%% (CV)
A%t 2016 08 cChange ; ZEtHART (CUM): B 2016 02 01 % 2016 08 31 Change
(TOP]
Control N SDI /{fiE |
Lot No.: AEO9O9N ; fikfifid : 2016-02-01 % 2016-08-31 ; FfZ(H (Target) : 14.4 ; S-¥}#3 (SD) : 0.4 ifir : Lab009
Lab009
+3 5.0, *
+2 5.0,
+1 5.0,
Target ' Py L]
=1 5.0, * * ° . * Y
-2 5,0, L J
-3 5.D.
Date 06-03 06-10 06-17 06-24 07-01 07-08 07-15 07-22 07-29 08-05 08-12 08-19 06-26
H&rist © 2016 08 Change ; ZEETHARG (CUM): [ 2016 02 01 % 2016 08 31 Change
TOP
Control D SDI /{fiE |
Lot No.: AE0909D ; fizEiiif] © 2016-02-01 % 2016-08-31 ; HiZ{H (Target) : 5.8 ; &% {43 (SD) : 0.2 Hifir : Lab009
Lab009
+3 5.0,
+2 5,0, o
+1 5,0, a
Target & =
a o o
-1 5.0, 8
o o o
-2 5,0,
-3 5.D.
Date 06-03 06-10 06-17 06-24 07-01 07-08 07-15 07-22 07-29 08-05 08-12 08-19 06-26
B4zt : 2016 08 Change ; EZETHAR (CUM): H 2016 02 01 & 2016 08 31 Change

TOP



Control N ; Control D SDI

PANi]
Lot No.: AEO9O9N ; #&:EslAR © 2016-02-01 % 2016-08-31 ; HfZ{H (Target) : 14.4 ; &H#fE4:32 (SD): 0.4 (o)
Lot No.: AE0909D ; ##EsEART © 2016-02-01 % 2016-08-31 ; HiZfE (Target) : 5.8 ; £# {435 (SD): 0.2 (o) Hfiz : Lab009
Lab0o09
+3 5.0, L 2
+2 5.0, B
+1 5.0, o
Target s - = & g L]
-1 5.0,
2 o U
-2 5,D. L J
=3 5.0,
Date 06-03 06-10 06-17 06-24 07-01 07-08 07-15 07-22 07-29 08-05 08-12 08-19 08-26
H4tst© 2016 08 Change ;  EEHHAR (CUM): [ 2016 02 01 & 2016 08 31 Change

TOP




B EA GOPD EEMRER NEmERETER (R —)

3EE LotNo * [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

4 Reagent Kit : | 1 - Trinity v| Change

R&ETER

GEtAK

Control N (Lot No.: AE0909N) [ Control D (Lot No.: AE0909D)

.4 || ReagentKit | Target || Mean || n for CV| TE |TEa Target || Mean || n for CV | TE |TEa
UnitlD =l codey £ || (UrgHb) || (UrgHb) |[Mean || [|(%) | (%) | (%) E[ (UlgHb) || (UrgHb) || Mean | SP| %) | %) | %) | ©
Lab007 1 128 | 127 ][ 14 Jo3][2.4] 5.5 20 |[>6][][ 5.0 48 | 14 Jo2] 42 ]12.3] 20 |3.8
Lab009 1 144 | 156 ][ 4 Jjo.8][5.1]18.6] 20 |[23][][ 5.8 6.4 4 Jo.4] 6.3 ]22.8] 20 J1.5
[Towt JL - [ - JC 133 Jfus Ju3jfos] - - J-J0C - 1 st Ju8 Jorffusz - - -]

32 (Bias)% = { [ | BEHFS{E (Mean) - HEE{H (Target) | 1/ EREHE (Target) } x 100%
gHER== (TE, Total Error)% = $22= (Bias)% + 2 x BEHEER(4EBL (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / EETEEAE (CV)

[TOP]
RETHetR
FHHAR 1 5 [2016 v][02 V] [01 V] = [2016 v][08 V| [31 V]| Change |
| | I Control N (Lot No.: AE0909N) |[|| Control D (Lot No.: AE0909D) |
) R Reagent Kit || Target | Mean | n for D CV|| TE ||TEa o Target | Mean | n for D CV|| TE | TEa o
UnitD = 11 0o4e) || (U/gHD) || (U/gHb) | Mean | > | (%)|| (%) || (%) (U/gHb) | (U/gHb) | Mean |~ [|(%)|| (%) [ (%)
[Laboos | 1 Jf 144 [ 31 [ 1 - - -J20)-J0C 58 [ 55 J 1 -] -] - J20]-]
Lab007 1 12.8 12.8 91 ]0.4|3.1][ 6.3 || 20 ||>6|||| 5.0 49 91 ]0.2||4.1][10.2] 20 ||4.4|
Lab009 1 144 | 145 | 13 Jo9e.2]13.1][ 20 ][3.1][][ 58 59 | 13 Jo4][6.8][153] 20]2.7]
Total - - 13.0 | 105 Jo[[s4] - | - -0~ 5.0 | 105 Jo4][80] - | - ][ -]
#2 (Bias)% = { [ | BEFPISE (Mean) - EE{E (Target) | 1/ EEME (Target) } x 100%
42 (TE, Total Error)% = $R%= (Bias)% + 2 x B EAE (CV)
o (Sigma) = (TEa% - &%= (Bias)%) / RETEEAE (CV)
[TOP]

| Reagent Kit ||Reagent Code|
|Trinity | | 1 |




ZHRBRE AL GOPD E B NElEMETER (BRT)

3EE LotNo * [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

4 Reagent Kit : | 1 - Trinity v| Change

Control N H&eat 8l Ratatat 2 th
R
| || || Control N (Lot No.: AE0909N)
| I I Month (2016/08) Il CUM (2016/02/01~2016/08/31)

UnitID £ (Code) * || (U/gHb) || (U/gHb) | Mean (%) %) || %) (U/gHb) | (U/gHb) | Mean (%) %) [ (%)

Reagent Kit | Target | Mean | n for sp| CV|| TE || TEa E||:| Target | Mean | n for spll€V|| TE TEaB

[Laboos J[ 1 144 T - [ o J-J-JC- o]~ 144 [ 131 [ 1 J- | 20 ]

[ Lab007 || 1 | 128 | 127 | 14 ||03||24||55|| 20 |[>6][J[ 128 ] 12.8 ] o1 ||04||3l||63|| 20 |[>6]
Lab009 1 14.4 156 | 4 Jo.8]5.1][18.6][ 20 |[2.3][][ 14.4 145 | 13 Jo.9[6.2][13.1] 20
Total - 133 [ 18 J1.3]9:8 - -0 - 13.0 [ 105 Jo7|[s4] - | - E

7 (Bias)% = {[ | %‘aaﬁt@ﬁ (Mean) - EIE{H (Target) |1/ Eif@ﬁ (Target) } x 100%
4E=n =2 (TE, Total Error)% = $R%= (Bias)% + 2 x B EAE (CV)
o (Sigma) = (TEa% - 327 (Bias)%) / BsT B EHE (CV)

Rt : FEHHART (CUM) © 15 [2016 V] [02 v][01 V] Z [2016 V| 08 V] [31 V][ Change |

[TOP]
Control D H&tatE ZET4fat 2 Eb
BR
| I [ Control D (Lot No.: AE0909D) |
| I [ Month (2016/08) I CUM (2016/02/01~2016/08/31) |
.. ¢ ||ReagentKit | Target || Mean || n for sp|| €V || TE || TEa Target | Mean | n for||( }|CV| TE | TEa
UnitlD = - cogey £ || (U/gHb) || (U/gHb) || Mean 271 0)][@6) || || © || (UrgHb) | (U/gHb) | Mean ||| %) | (%) | (%) | °
(oo L1 |58 L - Jlo - J o] i) s 55 [t -] -] -J2]-]
Lab007 1 5.0 48 14_J02][42][123][20 B8] 5.0 49 ] 91 Jo2][4.1]10.2] 20 |44
Lab009 1 5.8 6.4 4 0.4 63 ]22.8][ 20 J[L5]] 5.8 59 13 J0.4][6.8]15.3] 20 [2.7
Total - 5.1 18 [0.7][13.7 - - 50 [ 105 Jlo4|[so] - | -1 -
] (Bias)% = A=

QEER2E (TE, Total Error)% = 5435 (Blas)% F2x BEEEGE (CV)
o (Sigma) = (TEa% - $22= (Bias)%) / BT EE/4E (CV)

BgEt R (CUM) : [H [2016 v|[02 V] [01 V]| % [2016 ] [08 v][37 V][ Change |

[TOP]

| Reagent Kit |Reagent Code|
|Trinity | | 1 |
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