2019 # 10 * G6PD % E#% FHZP N&EF+HFL |

— o~ S E A FRIPINEE LR
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
S H 7 7
KNS ()] 42 42
® =% (Median) 15.9 (U/gHb) 5.7 (U/gHb)
T i2iE (Mean) 16.1 (U/gHb) 5.7 (U/gHb)
&% (SD) 1.0 0.4
%3 %k (CV) 6.2% 7.0%
G6PD t& &% & 4 [l 13.7 ~ 18.2 (U/gHb) 4.8 ~6.1 (U/gHb)
Hb & % (& 4 [l 1.8 ~2.7 (g/dL) 1.8 ~2.4 (g/dL)
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** G6PD Method = Lanner kit, 37°C
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G6PD & & fabi Nl e ST 45 R K SDI 734

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
HIEN 2%
A JEA T .
_ I#BRWfr: Lab007 |
Control N Control D
QC Control Lot No. AHI1220N AH1220D
BRI Month CUM Month CUM
et (2019/10) (2019/02/01~2019/10/31) (2019/10) (2019/02/01~2019/10/31)
] ZEHEhE (N) B | 10 B | 10
| EERPS{E Mean) UgHb | 172 | 17.2 59 | 5.9
! ZEHIEE (SD) 06| 0.5 02 | 02
] FEERAB(CY) % EEE 29 T 34
] E /{4 (Target) U/gHb lo167 | 16.7 59 | 5.9
] 43 (TE) % | 100 | 8.8 |68 | 6.8
] HEF4EERE (TEa) % 20 | 20 20 | 20
] o 49 | 5.9 59 | 5.9
7% (Bias)% = { [ | E5FFH9{E (Mean) - HHE{E (Target) | 1/ HAE{HE (Target) } x 100%
Y32 (TE, Total Erron% — 322 (Bias)% + 2 x R (H (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Bat8F(4H (CV)
H&gst © 2019 10 Change ; ZEEHHARI(CUM): B 2019 02 01 % 2019 10 31 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; #4E#EART © 2019-02-01 Z8 2019-10-31 ; FIfE{H (Target) : 16.7 ; £ 45:#35 (SD) : 0.40 FEAL : Lab007
Lab007 g
+3 5.0, '
+2 5.0, b .
+1 5.0, »
.
Target * * *
-1 5.0, .
=2 5.0,
=3 5.0,
Date 09-03 10-01 10-04 10-08 10-11 10-15 10-18 10-22 10-25 10-29
H%st: 2019 10 Change ; ZEHART (CUM) : [§ 2019 02 01 % 2019 10 31 Change
[TOP]
Control D SDI #3ffifEl |
Lot No.: AH1220D ; #BHfE © 2019-02-01 & 2019-10-31 ; FAZ{E (Target) : 5.9 ; @42 (SD) : 0.20 FEAL : Lab007
Lab00o7
+3 5.0,
+2 5.0,
+1 5.0, =]
a o o
Target &
a o o
-1 5.0, |@
o
=2 5.0,
=3 5.0,
Date 09-03 10-01 10-04 10-08 10-11 10-15 10-18 10-22 10-25 10-29
H%iEt © 2019 10 Change ; ZEHARI(CUM) : & 2019 02 01 Z 2019 10 31 Change

[TOP]



Lot No.: AH1220N ; faEsHAR] -
Lot No.: AH1220D ; f@EsHAR] -

Lab00o/?
+3 5.0,

+2 5.0,
+1 5,0,
Target
-1 5,0,
=2 5.0,

-3 5.0.

Date

Control N £z Control D SDI
gaxiitl

2019-02-01 Z 2019-10-31 ; [ Z(E (Target) : 16.7 ; 2% FE43E (SD) : 0.40 (o)
2019-02-01 £ 2019-10-31 ; EHFE{H (Target) : 5.9 ; 2F LA (SD): 020 (D)

BEA17 - Lab007

u]

[u]

09-03 10-01 10-04 10-08 10-11 10-15 10-18 10-22 10-25 10-29

A%t

2019 10 Change ; ZEFHAMI(CUM): B 2019 02 01 % 2019 10 31

Change

[TOP]




SAREREAL GOPD E By Wl ESETER (ER—)

S LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) v/| Change |

5E4% Reagent Kit : |4 - Lanner v| Change I
BIEN M= —
Hérata
Gt Al
| | | Control N (Lot No.: AH1220N) il Control D (Lot No.: AH1220D) |
Reagent Kit|| Target || Mean || n for CV| TE (|TEa Target || Mean | n for CV| TE || TEa
Unipl£] (Code) (UlgHb) [[(U/gHb) [Mean [P |@)|| %) || 0 || © ||| (UreHb) || (UrgHb) [ Mean| 5P |@6)|| @) || %)]| ©
Lab006 4 155 | 157 [ 5 Jo.6|[3.8][s9] 20 49| 52 5.3 5 Joaf1.9]5.7] 20]>6
Lab007 4 167 || 172 ][ 9 Jo.6][3.5][10.0] 20 49| 5.9 5.9 9 Jo2|[3.4] e8] 20]5.9
Lab008 4 144 | 153 ][ 9 Jo.7][4.6]15.4] 20 3.0 5.3 53 9 Jo3][5.7][11.3][ 20 3.5
Lab009 4 159 || 172 [ 4 Jo2][1.2][10.5][ 20 |>6]] 52 5.6 4 Jo.a][1.8][11.3][ 20 |[>6
Lab010 4 159 | 173 [ 2 |[-][-1 - [20] - 5.2 5.5 2 -1 -1 - 2] -
Lab012 4 158 | 158 |[ 7 Jo2][1.3][25]20]>6]]] 52 5.2 7 Jo.a][1.9]3.8] 20]>6
Lab029 4 153 || 149 |[ 6 Jo.5][3.4][93]20]51]]] 52 52 6 Joa][1.9]3.8] 20]>6
Total - - 161 | 42 [rofe2] - | - | - - 54 | 42 Jos|ssl - | - | -
S7E (Bias)% = { [ | BEFFH(E (Mean) - F (A (Target) | 1/ FEL{H (Target) } x 100%
4E=552 (TE, Total Error)% = 5275 (Bias)% + 2 x BEFEE4E (CV)
o (Sigma) = (TEa% - #i72 (Bias)%) / Rt EHEL (CV)
[TOP]
Fataatk
E=LHARY ¢ (g 2019 v|[02 v|[01 v|ZE (2019 v|[10 v|[31 v|| Change
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
Reagent Kit [ Target | Mean |[n for |V TE [TEa Target || M fi CV| TE || TE
) " g ge ean | n for a
uniapl£] (Code)l L] |(UrgHb) | (Urgtb) [Mean [P 6) | ) ||| © | [|rgtib) | (Uretn) [Mean| 5P| @6)] @) || 24) | ©
Lab006 4 155 || 162 [ 16 0.8][4.9][14.4] 20 [32[]] 52 53 |[ 16 Jo.a]1.9][5.7] 20 |[>6
Lab007 4 167 || 172 ][ 9 Jo.6][3.5][10.0] 20 Jl49]] 5.9 5.9 9 Jo2|3.4][6.8] 20]5.9
Lab008 4 144 | 150 [ 75 Jo.9][e.0o]16.2] 20 |2.6]]| 5.3 50 [ 75 Jo.2][4.0][13.7] 20 |[3.6
Lab009 4 159 || 171 || 9 Jo2][1.2][o.9] 20 |>6|] 52 5.4 9 Jo.2][3.7]11.3] 20 ||4.4
Lab010 4 159 || 165 [ 14 J0.9][5.5]14.7][ 20 [3.0[ 5.2 54 | 14 Jo2][3.7][11.3]] 20 [[4.4
Lab012 4 158 || 159 [ 15 Jo2][1.3][3.1]20]>6|] 52 53 || 15 Jo.1]1.9][5.7] 20 |[>6
Lab029 4 153 || 155 [ 27 Jo.9][5.8]12.9] 20 [32[[ 5.2 52 [ 27 Jo.3][5.8][11.5][ 20 |[3.4
Total - - 157 | 1es 7ol - 1 - 1 - - 52 [1es Jo3|s8] - | - -
272 (Bias)% = { [ | EaF P94 (Mean) - FfE({H (Target) | ]/ EHE(E (Target) } x 100%
4R (TE, Total Error)% = 3272 (Bias)% + 2 x REHEEAH(CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Rt R{AH (CV)
[TOP]
Reagent

Reagent Kit

Code

Lanner ||4




HinbrB L GOPD EEMRER MM EGRETER (ER2)

4% LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) /| Change |

3EHE Reagent Kit : |4 - Lanner v| Change

=

Control N A&t B Batduat 2 Lhi

SIENAFR_

Control N (Lot No.: AH1220N)
Month (2019/10) CUM (2019/02/01~2019/10/31)

Uni IZ' ReagentKit || Target | Mean || n for SD CV | TE | TEa - Target || Mean | nfor D CV| TE || TEa -
nitID) (Code)m (U/gHb) || (U/gHb) || Mean @) || @) || (%) (U/gHb) || (U/gHb) || Mean @) | @) || (%)
Lab006 4 15.5 15.7 5 0.6(3.8| 8.9 20 ||4.9 15.5 16.2 16 ||0.8([4.9( 14.4] 20 ||3.2
Lab007 4 16.7 17.2 9 10.6]3.5(10.0) 20 [4.9 16.7 17.2 9 10.6]3.5(10.0| 20 ||4.9
Lab008 4 14.4 15.3 9 |[0.7] 4.6 15.4] 20 |[3.0 14.4 15.0 75 (0.9 6.0]16.2| 20 (2.6
Lab009 4 15.9 17.2 4 ]|0.2] 1.2||10.5] 20 ||>6 15.9 17.1 9 0.2]| 1.2 9.9 || 20 ||>6
Lab010 4 15.9 17.3 2 - - - 20 || - 15.9 16.5 14 |[0.9][ 5.5]14.7| 20 [[3.0
Lab012 4 15.8 15.8 7 |[0.2]1.3] 2.5 || 20 |[|>6 15.8 15.9 15 [[0.2{f 1.3] 3.1 | 20 |[>6
Lab029 4 153 14.9 6 |[0.5]3.4] 9.3 | 20 ([5.1 15.3 15.5 27 /0.9 5.8 12.9] 20 |[3.2
Total - - 16.1 42 ([1.0]/6.2] - - - - 15.7 165 |[1.1{[{7.0] - - -

72 (Bias)% = { [ | EEHF9({E (Mean) - HZ(H (Target) | 1/ HZ{E (Target) } x 100%

H4ER7E (TE, Total Error)% = 27 (Bias)% + 2 x REtERAE (CV)

o (Sigma) = (TEa% - 7% (Bias)%) / R FE(AHE (CV)

Bzt [2019 v|[10 V] Change AR (CUM) : [ [2019 v|[02 v|[01 v| Z {2019 V][ 10 v|[31 V|| Change

[TOP]
Control D H st Rataat 2 bhig
=
Control D (Lot No.: AH1220D)
Month (2019/10) CUM (2019/02/01~2019/10/31)

Ui |z| Reagent Kit || T4rget Mean || n for D CV|| TE || TEa - Target Mean || n for D CV|| TE | TEa -
nitID! (Code) (U/gHb) || (U/gHb) || Mean @) || @) || (%) (U/gHb) || (U/gHb) || Mean @) | @) || (%)
Lab006 4 5.2 53 5 |[0.1]1.9] 5.7 || 20 ||>6 5.2 53 16 |[[0.1{[{ 1.9 5.7 || 20 ||>6
Lab007 4 5.9 5.9 9 |[0.2]3.4] 6.8 | 20 |[5.9 5.9 5.9 9 0.2]|3.4] 6.8 || 20 ||5.9
Lab008 4 53 5.3 9 |[0.3]5.7]11.3) 20 |[3.5 53 5.0 75 110.2([ 4.0 || 13.7] 20 ||3.6
Lab009 4 5.2 5.6 4 ||0.1)| 1.8 || 11.3| 20 ||>6 5.2 5.4 9 |[0.2]3.7]11.3]|| 20 ([4.4
Lab010 4 5.2 5.5 2 - - - 20 || - 5.2 5.4 14 |10.2([ 3.7 11.3] 20 ||4.4
Lab012 4 5.2 5.2 7 |[0.1]]1.9] 3.8 || 20 |[>6 5.2 53 15 ||0.1([ 1.9 5.7 || 20 ||>6
Lab029 4 5.2 5.2 6 |[0.1]1.9] 3.8 | 20 |[>6 5.2 5.2 27 1|0.3]5.8]11.5] 20 [[3.4
Total - - 54 42 ([0.3]5.6] - - - - 5.2 165 |0.3) 5.8 - - -

#i72 (Bias)% = { [ | E&H9(H (Mean) - HHE(H (Target) | 1/ FHZ{E (Target) } x 100%

4ExRs= (TE, Total Error)% = 387 (Bias)% + 2 x B8 E(4E (CV)

o (Sigma) = (TEa% - 3572 (Bias)%) / Rt 5 A% (CV)

Bzt [2019 v|[10 V] Change FEHHARS (CUM) : [ [2019 v|[02 v|[01 V| Z [2019 Vv|[10 v|[31 V|| Change

[TOP]
Reagent Kit Ré&:)gdeent

Lanner 4
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