G6PD & B fglg N El anE AT 45 K SDI 53

5% LotNo © AEQ0909N (2016-01-01 ~ 2100-12-31)  Change
HRBREAL : Labo1l |
| | Control N | Control D
QC Control Lot No. AE0909N AE0909D
BRI Month CUM Month CUM
(2019/09) (2019/04/01~2019/09/30) (2019/09) (2019/04/01~2019/09/30)

| ZEHEEE (N) [ s | 26 s 26
| ZEPS[E Mean) U/gHb | 149 14.9 57 5.7
| ZEHE#EE (SD) [ 04 0.4 0.2 02
| ZEFBEAE (CV) % [ 27 | 27 35 | 3.5
EI 2 {# (Target) U/gHb 144 | 14.4 58 | 5.8
4572 (TE) % 88 | 8.8 87 | 8.7
A AFFHEEESE (TEa) % 20 | 20 20 | 20
| o [ > | >6 | 52 | 5.2

7 (Bias)% = { [ | B&F P49 (Mean) - HT{H (Target) |1/ FIF{E (Target) } x 100%
Y8372 (TE, Total Error)% = 3472 (Bias)% + 2 x REFEEE(AREL (CV)
o (Sigma) = (TEa% - 247% (Bias)%) / B5+4% BUYLEL (CV)

Hé4st © 2019 09 Change ; ZEHARM (CUM) : [ 2019 04 01 % 2019 09 30 Change

FIEN 2%

[TOP]

Control N SDI 731

Lot No.: AE0909N ; f@BgHART © 2019-04-01 % 2019-09-30 ; HAZ{H (Target) : 14.4 ; 2L (SD) : 0.40

BE(ir : Lab011

Lab011
+3 5.0,

+2 5.0,

+1 5.0,

Target *

-1 5.0,

-2 5.0,

=3 5.0,

Date

Rt

2019 09 Change

5

ZEHART (CUM) - 5 2019 04 01 & 2019 09 30 Change

04-08 04-12 04-19 04-26 05-03 05-10 05-17 05-24 05-31 06-07 06-14 06-21 06-28 07-05 07-12 07-19 08-02 08-09 08-16 08-23 08-30 09-06 09-12 09-13 09-20 09-27

[TOP]

Control D SDI 3 {fi[E]
Lot No.: AE0909D ; FRERHAR : 2019-04-01 % 2019-09-30 ; EFE(H (Target) : 5.8 ; S#{WAE (SD) : 0.10 Ffir : LabOl1
Lab011
+3 5.0,
+2 5.0,
+1 5.0, =3 =) =) =3
Target = = =3
=1 5.0, 5} \=) (5} B S} L=}
=2 5.0, & & & & & = B
=3 5.0, = & =
Date 04-08 04-12 04-19 04-26 05-03 05-10 05-17 05-24 05-31 0;—0? 0;—14 06-21 06-28 07-05 07-12 07-19 08-02 08-09 08-16 08-23 08-30 09-06 09-12 09-13 09-20 09-27

A&t

2019 09 Change

>

ZETHART (CUM) © [ 2019 04 01 % 2019 09 30 Change

[TOP]



Lot No.:

Lot No.:

Lab011
+3 5.0,

+2 5.0,
+1 5.0,
Target
-1 5.0,
-2 5.0,
=3 5.D.

Date

Control N & Control D SDI
PaNiii

AE0909N ; f@BRHART © 2019-04-01 2 2019-09-30 ; HAZ{H (Target) : 14.4 ; 252452 (SD) : 0.40 (o)
AE0909D ; f@BRHART © 2019-04-01 % 2019-09-30 ; HAZ{H (Target) : 5.8 ; 2 H1TEAEZ (SD): 0.10 (o)

BE{7 : Lab011

.
. . . . .
8 5 - . g—a 8
. > . $ = = = M .
.
- 8 8 8 8 8 5—
04-08 04-12 04-19 04-26 05-03 05-10 05-17 05-24 05-31 06-07 06-14 06-21 06-28 07-05 07-12 07-19 08-02 08-09 08-16 08-23 08-30 09-06 09-12 09-13 09-20 09-27

H4ist © 2019 09 Change ; ZEETHAM] (CUM): H 2019 04 01 % 2019 09 30 Change

[TOP]




ZheBREEAr GOPD E Bl WElan BERETEER (BR—)

#5882 LotNo : |AEO909N (2016-01-01 ~ 2100-12-31) | Change |

#%EJ% Reagent Kit : |4 - Lanner v| Change |

R&atR

st A0+ (2070 ][00 v Chenge |

| | | Control N (Lot No.: AE0909N)

| ‘ Control D (Lot No.: AE0909D)
Reagent
. " Kit Target | Mean | n for SD CV|| TE |TEa
UnitID & (U/gHb)||(U/gHb)[Mean|>~||(%)[| (%) [ (%)

Target || Mean ||n for SD CV|| TE ||TEaq]
(U/gHb)||(U/gHb)|[Mean (%)[[(%)[[(%)

(Code) *
Lab0o7 | 4 150 | 173 | 7 Jpo.g[3.5]p2.3] 20 L3]][ 5.6 ][ 6.0 0.2][3.3][13.8][ 20 |[3.9)
[Laboil || 4 || 144 || 149 | 5 |.|27||88||20|! 58 || 57 ]| 5 |.|35||87||20|.

[ Toal [ - ][ - 163 Juajusof - J-[-JI[ - ] 59 J[r2fosfstjf- -]

2R3 (Bias)% = { [ | B#HF4ME (Mean) - H1EE (Target) |1/ BRRMA (Target) } x 100%
&R (TE, Total Error)% = 387 (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - $7= (Bias)%) / BetEEHH (CV)
[TOP]

RETHETR

BEHHART © B (2016 v|[02 v][01 V| ZE [2019 v|[09 v][[30 V|| Change

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

R t
. eoeet Target | Mean | n for CV/| TE |TEa Target || Mean ||n for CV|| TE ||TEq]
UnitID * Kit SD) SD
(U/gHDb)|[(U/gHb)[Mean (%)[| (%) [|(%) (U/gHDb)||(U/gHb)||Mean (%)||(%) |[(%)

(Code) £

[Laboos [ 4 ][ 144 [ 152 | 72 Jo.g3.9]13.5[ 20 BA|[[ 54 [ 5.6 ][ 72 Jo-4][7.1][18.0[20][2.3]

[Lab0o07 [ 4 ][ 15.0 | 15.9 ] 94 Joo.g|[5.0][16.1] 20 |-8|[J[ 5.6 | 5.8 [ 94 |.|69||174|| 20 |.
Lab008 ][ 4 144 | 149 ] 70 Jo.9][6.0][15.6] 20 2-8|[][ 5.3 ][ 5.3 [ 70 Jo.4|[7.5]15.1][ 20
Lab009 |[ 4 144 | 156 | 66 Jo.7][4.5]17.3[ 20 |-6|[][ 5.8 ][ 5.8 [ 66 Jo.4/[6.9][13.8]20]2.9)
[Laboi0 [ 4 ][ 158 | 16.0 ] 29 Jo0.6][3.8][8.8] 20|[|| 62 |[ 58 | 29 |.|52||168|| 20|2.6 |.
[Laboll [ 4 ][ 144 | 147 ] 68 Jpo.g4.1]102] 20 Je4|][ 5.8 ][ 5.7 ][ 68 Jo-2|[3-5][8.7][20][5.2]
[Labo12 [ 4 ][ 158 [ 15.1 J1o8][L.1][7.3]19.0[ 20 ]2.1]][ 5.7 ][ 5.6 ][ 108 Jpo.4][7.1][16.0] 20]]2.6]
[Lab02o || 4 ][ 144 [ 147 | 75 Jo3J[2.0][62]20]>6][ 5.8 [ 5.7 [ 75 Jo.1][1.8][5.2][20][>¢]

[ Towl J[ - ) - [ 152 [ss2foofsof - | -J[-JI[ - | 57 [[ss2fodzof - J[ - ]-]

SR7E (Bias)% = { [ | B2 i 0%
4EER3E (TE, Total Error)% = 322 (Bias)% + 2 * BEMBEHE (CV)
o (Sigma) = (TEa% - ZR7E (Bias)%) / RETERARL (CV)
[TOP]
| Reagent Kit ||Reagent C0de|

|Lanner ||4 |




ZrRBRE AL GOPD E B NElEMETER (BRT)

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

&4 Reagent Kit * |4 - Lanner v| Change |
Control N H&ta1Ed EEt4at < b
fi%
| I Control N (Lot No.: AE0909N) |
Month (2019/09) I CUM (2016/02/01~2019/09/30)

. ¢ || ReagentKit || Target | Mean | nfor CV|| TE ||TEa Target | Mean | n for CV|| TE | TEa
UnitlD = codey £ || (U/gHb) | (U/gHb) | Mean P ol @) [l @) || © ||| (Uretb) | (Uretib) | Mean | SP[cs)|| <) [ 2%)|| ©
Lab006 4 144 - 0 [ -1 -1 - J20][ -0 144 T 152 ] 72 Jo.6][3.9][13.5] 20 |[3.7]
Lab007 4 150 [ 173 [ 7 Jo.e]3.5][223) 20 ][13][][ 150 | 159 [ 94 Jo.8][5.0][16.1] 20 ]2.8
Lab008 4 14.4 - o [-1-10- 200 -1 144 [ 149 ] 70 Jo.9][6.0][15.6] 20 ][2.8]
Lab009 4 14.4 - o [ -1 -1 - 120 -1 144 | 156 ] 66 Jo.7][4.5][17.3] 20 ]]2.6]
\_Labmo | 4 158 | - T o - -1 - 120 -0 158 ] 160 ] 29 Jo.6][3.8][8.8] 20][4.9)
Labol1 || 4 | 144 | 149 | 5 ||0.4||27||88|| 20 |[>6][][ 144 | 147 | 68 Jo.6][4.1][10.2] 20 ][4.4]
| Lab012 || 4 | 158 | - | o |- || [ 20][-J0[ 158 ] 151 ] 108 J1.1][7.3][19.0] 20 ][2.1]
Lab029 4 14.4 - 0 - 20 -0 144 147 | 75 Jo3|2.0][62] 20
Total - 163 [ 12 [1.3]8.0 - -0 - 152 [ 582 Joo|[so] - [ - [ -]
R (Bias)% = e T
gaEasE (TE, Total Error)% = SA3% (Blas)% F2x BB AL (CV)

o (Sigma) = (TEa% - 587 (Bias)%) / BETEERIAR (CV)
Rt : FEHAR (CUM) : [ [2016 V] [02 V][07 V] %2019 v][09 V| [30 V][ Change |
[TOP]
Control D H#sTEE Batéat 2tk
e
| I Control D (Lot No.: AE0909D) |
Month (2019/09) ] CUM (2016/02/01~2019/09/30)

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 54 - o -1 -1 -2 -] 54 5.6 72 J0.4][7.1][18.0] 20 ][2.3]
Lab007 4 5.6 6.0 7 Jo2]3.3][13.8][ 20 [39J[][ 5.6 5.8 94 [o0.4][6.9][17.4] 20 ][2.4]
Lab008 4 5.3 - o [-1-1-1T20]-1[ 53 53 70 J0.4][7.5][15.1] 20 ][2.7]
Lab009 4 5.8 - o [ -1 -1-J2o] -1 58 5.8 66 [0.4][6.9][13.8] 20 |[2.9]
(oo & 62 | — J o || 0|2 | 58 | 2 Joss2]ie8]20]2g]
[ Labo11 || 4 ][ 58 [ 57 | 5 ||0.2||35||87|| 20 |52)J[_58 ] 57 ] 68 Joz2][3.5][8.7] 20][5.2]
[ Labo12 || 4 57 [ - [ o[- || [ 20 ||:|[|| 57 | 5.6 ] 108 Jo.4][7.1][16.0] 20 |2.6]
Lab029 4 58 - 0 - |20 58 57 | 75 [o.1][1.8][5.2] 20
Total - 59 ] 12 Jo3]s.1 Eﬂ - 57 582 Joa|[7o] - ] - ][-]
Rz (Bias)% = {[ | %i;r%@ﬁ (Mean) - 4 (Target) |1/ a*%ﬁ (Target) } x 100%

#E=R52 (TE, Total Error)% =
o (Sigma) = (TEa% - 387 (Bias)%) / BaTHEER/ARL (CV)

At

Rz (Bias)% + 2 x Rt BRAE (CV)

FEHHR (CUM) : 5 [2016 V] [02 v|[01 V] & [2019 v][09 V][30 V][ Change |

Reagent Kit

| Reagent Code|

|Lanner

4

[TOP]
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