2018 & 12

G6PD ¥ E#% F%IPNFEFAFE |

— o R E A FHREP NS E R R
Control N Control D
G6PD
(Lot No.:AE0909N) (Lot No.:AE0909D)
S H = 8 8

KNS ()] 41 41
® =% (Median) 15.2 (U/gHb) 5.7 (U/gHb)
T i2iE (Mean) 15.0 (U/gHb) 5.5 (U/gHb)

%41 (SD) 1.1 0.5
%3 %k (CV) 7.3% 9.1%

G6PD t& &% & 4 [l 12.8 ~ 16.5 (U/gHb) 4.6 ~ 6.3 (U/gHb)

Hb & % (& 4 [l 1.8 ~2.2 (g/dL) 1.9~2.3(g/dL)
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** G6PD Method = Lanner kit, 37°C
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G6PD EERBMATNMEMRETERK SDI 53 fh[El

%812 LotNo : AED909N (2016-01-01 ~ 2100-12-31)  Change
Al EN =
1 ERE i : Lab006
| \ Control N \ Control D |
QC Control Lot No. AEO0909N \ AE0909D |
‘a5 ARS Month CuM Month CUuM
AR (2018/12) (2018/07/18~2018/12/31) (2018/12) (2018/07/18~2018/12/31)
SEHE (N) 4 26 4 26 |
K598 (Mean) U/gHb 15.4 15.5 5.7 55
HETHZAEE (SD) 0.1 0.4 0.4 0.4
SEBRLB (CV) % 0.6 2.6 7.0 7.3
E4Z18 (Target) U/gHb 15.7 15.7 5.6 5.6
4252 (TE) % 3.2 6.4 15.8 16.3
OB EISE (TEa) % 20 20 20 20
o >6 >6 [ 26 | 2.5
R (Bias)% = { [ | REtFME (Mean) - B12ME (Target)| ]/ B121E (Target) } x 100%
#AER7E (TE, Total Error)% = 322 (Bias)% + 2 x 25t ZE%E (CV)
o (Sigma) = (TEa% - F2Z (Bias)%) / 25TEE&E (CV)
B#5t : 2018 12 Change ; ZREFTHARM (CUM): B 2018 07 18 & 2018 12 31 Change
[TOP]
Control N SDI 1 [El
Lot No.: AEOSOON ; HRERHARS : 2018-07-18 Z 2018-12-31 ; E4Z(& (Target) : 15.7 ; 2E1Z#3E (SD) : 0.50 E81iI : Lab006
Lab006
+3 5.0,
+2 5.0,
+1 5.0, . - -y
Target Ll & > ry L * . » . . ry .
-15.0, e * + L
e o g .
-2 5.0, .
-3 5.0,
Date  (7-18 07-25 07-25 07-25 08-01 08-01 0B-15 08-22 08-29 09-05 09-19 09-26 10-03 10-09 10-17 10-24 1028 10-31 11-07 11-14 11-21 11-28 12-05 12-12 12-19 12-26
B#tst © 2018 12 Change 25188 (CUM) : B 2018 07 18 & 2018 12 31 Change
[TOP]

Lot No.: AE0909D ; 1R 585 : 2018-07-18 Z 2018-12-31 ; H121& (Target) : 5.6 ; £E12#5= (SD): 0.20

Control D SDI &

BE{l : Lab006

Lab006

+3 5.0, |8 =2

+2 5.0,

+1 5.0,

Target

-1 5.D.
=2 5.0,

=3 5.D0.

Date

07-18 07-25 07-25 07-25 08-01 08-01 08-15 08-22 08-29 09-05 09-19 09-26 10-03 10-09 10-17 10-24 10-29 10-31 11-07 11-14 11-21 11-28 12-05 12-12 12-19 12-26

B#5t : 2018 12 Change ; ZREFTHAR (CUM): B 2018 07 18 & 2018 12 31 Change

[TOP]



Lab006
+3 5.0,

+2 5.0,
+1 5.0,
Target
=1 5.0,
=2 5.0,

-3 5.0,

Control N X Control D SDI
waNill

Lot No.: AEO909N ; #%E&HARS : 2018-07-18 = 2018-12-31 ; B1Z{&E (Target) : 15.7 ; 2E1Z%#5% (SD): 0.50 (o)
Lot No.: AE0909D ; 1258 #ARI : 2018-07-18 = 2018-12-31 ; BZE (Target) : 5.6 ; £&1Z#= (SD): 0.20 (o) B4 : Lab006
o o = o
s ) * . =3 =3 =3
= . . . =
. 5 o a ¢ * e, * .
. ™ . - ™ o . o o
- - - o o
o

Date

07-18 07-25 07-25 07-25 08-01 08-01 08-15 08-22 08-29 09-05 09-19 09-26 10-03 10-09 10-17 10-24 10-29 10-31 11-07 11-14 11-21 11-28 12-05 12-12 12-19 12-26

B#fst . 2018 12 Change ; ZETHIRE (CUM): B 2018 07 18 £ 2018 12 31

Change

[TOP]




HiREREA GOPD EEME Nl mERETER (HR—)

#EFE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

32 Reagent Kit © |4 - Lanner v| Change |
A#Et®

GEtAL -

| I I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
4 ||ReagentKit|| Target | Mean ||n for . lcv][TE|[TEa Target || Mean || n for CV|| TE |TEa

UnitD =11 04y + || (U/gHDb)|| (U/gHb) [Mean SPlallemll o) | © ||| Uretiby || (Uretib) || Mean||SPl@6)| <) | (%)| ©
Lab006 4 157 |[ 154 | 4 Jo.1]o.6]32][ 20 [>6][] 56 57 |[ 4 Jo4][7.0][15.8] 20 |26
Lab007 4 159 | 158 ][ 8 Jo3|[19][44][20]>6][] 56 ][ 6.1 ][ 8 Jo.1][1.6]122] 20 ]>6
Lab008 4 132 | 135 ][ 9 Jo4|3.0]82][20 [s.9[] 48 | 48 ] 9 Jo2][4.2]8.3] 20438
Lab009 4 144 | 142 ][ 4 Jo.6|[42][9.8][ 20 [44][] 58 51 | 4 Jo2][3.9][19.9] 20 [2.0
Lab010 4 158 | 162 [ 2 J[-) - -f20 -0 62 ] 59 [ 2 J[-1 - - J=2o] -
Lab011 4 144 | 150 ][ 3 Jo2J[1.3][6.8][ 20 [>6][] 5.8 58 | 3 Jo2]3.4][6.9] 20 5.9
Lab012 4 158 | 159 ][ 7 Jo.7)[4.4][94][20 [44][] 57 ][ 56 [ 7 J0-2][3.6][8.9] 20 5.1

[ Lab029 [ 4 ][ 144 | 147 ][ 4 Jo.1jfo.7][3.4][20 [>6][] 58 ][ 59 | 4 ][o.1][1.7][5.1] 20 [>6]

[ Tol | - J[ - 150 Jravjuazaf-J0- J-J - J 55 J[ 41 Josfot]f - | - -]

R (Bias)% = { [ | REFFLIE (Mean) - BEHE (Target) | 1/ EIBEE (Target) } x 100%

4H=R7= (TE, Total Error)% = g22= (Bias)% + 2 x BEEEE{AE (CV)

o (Sigma) = (TEa% - ZR7= (Bias)%) / RaTERHE (CV)

[TOP]
RETHETR

BT B (2016 v|[02 v|[01 V| Z [2018 v|[12 V]|[31 V|| Change

| | I Control N (Lot No.: AE0909N) ||:|| Control D (Lot No.: AE0909D) |

UnitD Reagent Kit|| Target || Mean || n for D CV|| TE ||TEa ?_ Target || Mean || n for ; CV|| TE ||TEa ?

“ || (Code) t ||(U/gHb)||(U/gHb) || Mean||> | (%) (%) || (%) (U/gHb)||(U/gHb) | Mean|[” [|(%)|| (%) || (%)

| Lab006 | 4 |57 [ 155 [ 41 Jo.4]2.6][64][20]>6][][ 5.6 | 5.8 [ 41 J[o.5][8.6][20.8][ 20 |[1.9]
Lab007 4 159 | 158 [ 17 Jo4]2:5][5.7][20|>6][][ 5.6 [ 5.8 [ 17 Jj0.3][5.2][13.9][ 20 ]}3:2]
Lab008 4 132 ][ 149 ][ 58 Jo.9]6.0][25.0][ 20 J[1.2][][ 4.8 54 |58 J0.4][7.4]27.3][ 20 |[1.0
Lab009 4 144 | 157 | 36 Jo.7]45]179) 20 J24][][ 5.8 [ 5.8 [ 36 ]j0.4][6.9][13.8][ 20 ][2.9]
Lab010 4 158 | 162 [ 13 Jo2]r2][s.0][20]>6][] 62 | 5.8 ][ 13 J0.2][3.4][13.3][ 20 ]4.0]
Lab011 4 144 | 147 | 32 Jo7]as]irel[ 20 3.7 5.8 [ 5.7 ][ 32 Jjo.2|[3.5][8.7][20]5.2]
Lab012 4 158 | 146 | 52 |1.3] 89254 20 14 57 [ 5.5 ][ 52 Jo.5][9.1]21.7][ 20 ][1.8]
Lab029 4 144 | 146 | 60 Jo2] r4][4.1]20]>6][][ 5.8 5.8 ][ 60 Jjo.1][1.7][3.4][ 20 |[>6]
Total - - 15.1 309 Joofeo] - [ - [ - 5.6 ][309 Jo4[7.1] - ][ - ][ -]

BAZE (Bias)% = { [ | REFVSI(E (Mean) - BARYE (Target) | |/ BBEL(E (Target) } x 100%

#8ERZ= (TE, Total Error)% = gR7= (Bias)% + 2 x ZETEEFRAE (CV)

o (Sigma) = (TEa% - ZRZE (Bias)%) / RatERAEL (CV)

[TOP]
| Reagent Kit IReagent Code|

|Lanner ||4 |




ZHRBR AL GOPD E B NElEMETER (BRT)

#E4E LotNo * [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

#E4E Reagent Kit © |4 - Lanner v| Change |
Control N H4taTBa Batéat 2Ltk
s
| I Control N (Lot No.: AE0909N) |
Month (2018/12) CUM (2016/02/01~2018/12/31)

S Reagent Kit || Target | Mean || n for CV||TE | TEa Target | Mean || n for CV|| TE ||TEa
UnitD = o4y £ || (U/gHb) | (U/gHb) || Mean SPI ol @) © [ || Uretib) || (U/gkb) || Mean |2l @6 || @) [| @) || ©
Lab006 4 15.7 154 | 4 Jfoa]os|[32] 20 [>6]][ 15.7 155 ][ 41 Jo.4][2-6][6.4][ 20 |[>6]
Lab007 4 15.9 158 || 8 f03]1.9][44] 20 [>6]] 15.9 158 || 17 Jlo.4][2.5][5.7][ 20 |[>6]
Lab008 4 13.2 135 || 9 Jfo4]3.0][82] 20 [[5.9]] 132 149 | 58 Jl0.9][6.0][25.0][ 20 [1.2]
Lab009 4 14.4 142 [ 4 Jlo.6[42][9.8] 20 [44]][ 144 157 ][ 36 J[0.7][4.5][17.9][ 20 |[2.4]
\_LabOIO [« 58 [ 162 J[ 2 |- - |- J20] - JI[ 158 ][ 162 J[ 13 Jo2J[t2][50][20]>¢]
Lab0ll | 4 [ 144 ] 150 [ 3 Jo2]1.3][6.8] 20 [>6]][ 144 ][ 147 [ 32 ][0.7][4.8][11.6][ 20 ][3.7]
| Lab012 | 4 [ 158 159 [ 7 Jo7]44][94] 20 [4.4[] 158 ][ 146 [ 52 ][1.3][8.9][25.4][ 20 ][1.4]
Lab029 4 14.4 14.7 4 |lo.1]j0.7][3.4] 20 |>6 14.4 146 | 60 1.4|[4.1 ]| 20
Total - 150 ][ 41 J11]73 - - 15.1 ][ 309 Jjool[e.o] - ][ - ][ -]
hE (Bias)% = BT

g2 (TE, Total Error)% =

R (BlaS)% +2 % PEHELE (CV)
o (Sigma) = (TEa% - FRZE (Bias)%) / Rt BRHEL (CV)

At

FEHHAR (CUM) : | [2016 V] [02 V][07 V] % [2018 V|[12 V|[31 V][ Change |

[TOP]
Control D H&tst B Bttt < th
5%
| I Control D (Lot No.: AE0909D) |
Month (2018/12) ] CUM (2016/02/01~2018/12/31)

N Reagent Kit || Target | Mean | n for CV|| TE ||TEa Target | Mean | n for CV|| TE || TEa
UnitD = || ey £ (| (UrgHb) | (UrgHb) [ Mean 5P 96)]| o) || o) || © | || (Urekb) | (Urghb) | Mean | 5P| <) | o) || ©
Lab006 4 5.6 5.7 4 Jo.4]7.0][15.8][ 20 J2.6][][ 56 58 | 41 Jo.5][8.6][20.8] 20 |[1.9]
Lab007 4 5.6 6.1 8 [o.a]16][12.2][ 20 ][>6][][ 5.6 58 | 17 Jo.3][5.2][13.9] 20][32]
Lab008 4 4.8 48 | 9 Joz2f42][83] 20 E: 4.8 54 | 58 Jo.4|7.4]27.3] 20 |[1.0]
Lab009 4 5.8 5.1 4 Jo.2 39 199 20 |2.0][][ 5.8 5.8 36 [0.4][6.9][13.8] 20 ][2.9]
[ Lab010 || 4 [ 62 [ 59 2 -7- I 20 ||:|[|| 62 | 58 | 13 Jo2|[3.4][13.3] 20 ][4.0]
[ Labo11 || 4 ][ 58 [ 58 | 3 ||02||34||69|| 20 59058 ] 57 ] 32 Joz2][3.5][8.7] 20][5.2]
[ Labo12 || 4 [ 57 ] 56 | 7 Jo2[36][89][20][51][][ 57 [ 55 ] 52 Jo.5][9.1][21.7] 20 |[1.8]
Lab029 4 5.8 5.9 4 Joafr7][s.1][ 20 ][>6][J[ 58 58 | 60 Jo.1][1.7][3.4] 20

Total - 55 | 41 Jos]o. - -0 - 56 309 Joa|[7a] - ] - ][-]

2 (Bias)% = {[ | %i;r%@ﬁ (Mean) - EI{# (Target) | ]/ a*%ﬁ (Target) } x 100%

#E=R52 (TE, Total Error)% =

Rz (Bias)% + 2 x Bt BRAE (CV)
o (Sigma) = (TEa% - ZR7E (Bias)%) / Rt BRHE (CV)

A

FEHHR (CUM) : 5 [2016 V] [02 v|[01 v] & [2018 v|[12 V] [31 V][ Change |

[TOP]

Reagent Kit

| Reagent Code|

|Lanner
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