G6PD & Einia P/ Elan B Sa T4 R 5 SDI 73 ffi

#5E% LotNo © AEQ0909N (2016-01-01 ~ 2100-12-31)  Change
g EAT - Lab007
Control N Control D
QC Control Lot No. AE0909N AE0909D
MR AR Month CUM Month CUM
(2019/08) (2019/05/28~2019/08/31) (2019/08) (2019/05/28~2019/08/31)
FEE (N) 9o | 26 9 | 26
FESEH{H (Mean) U/gHb 169 | 15.9 59 | 59
| Z 5 EHESE (SD) [ 07 ] 1.0 02 | 0.4
ZEHERGH (CV) % 41 | 63 34 | 6.8
FIE5(H (Target) U/gHb 150 | 15.0 56 | 5.6
4552 (TE) % 210 | 18.6 121 | 18.9
AR (TE) % 20 | 20 20 | 20
o 18 | 22 43 | 22
B3% (Bias)% = { [ | BEEIE (Mean) - B E{E (Target) | ]/ EHEE (Target) } x 100%
42052 (TE, Total Error)% = 527 (Bias)% + 2 x B e 548 (CV)
o (Sigma) = (TEa% - 527 (Bias)%) / BETEFHE (CV)
A4zt 2019 08 Change ; ZETHARMI (CUM): B 2019 05 28 % 2019 08 31 Change

FIEN 22

[TOP]

Lot No.: AEO909N ; HEHARS : 2019-05-28 % 2019-08-31 ; EFH(H (Target) : 15.0 ; 243 (SD) : 0.90
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Control D SDI 731
Lot No.: AE0909D ; A#BRHAR © 2019-05-28 %= 2019-08-31 ; H (¥ (Target) : 5.6 ; % 1WA:= (SD) : 0.40 Tz : Lab007
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Control N £z Control D SDI
PaK(ii

Lot No.: AE0909N ; fgB&HAR] : 2019-05-28 % 2019-08-31 ; HAZ(H (Target) : 15.0 ; £ {E4EZE (SD): 0.90 (o)

Lot No.: AE0909D ; #BRiH[E © 2019-05-28 Z 2019-08-31 ; [ AL{H (Target) : 5.6 ; Wt (SD): 0.40 (o) [z : Lab007
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[TOP]




LB E AL G6PD T2k NElmE

3% LotNo : |[AE0909N (2016-01-01 ~ 2100-12-31) V| Change |

GiateiR (BR—

3E2 Reagent Kit : |4 - Lanner

GerT AL ¢

EEEES

v| Change |

)

Control N (Lot No.: AE0909N)

| Control D (Lot No.: AE0909D) |

Il
Reagent
. : Target | Mean | n for CV/| TE |TEa Target || Mean ||n for CV|| TE ||TEaq]
UnittD £ || R Pl ety Mean| S 2|06 %) % U/gHb)||(U/gHb)[Mean > 2[[(%)| %) | (%
(Code)!( gHb)|(U/gHb)[Mean| ™ ||(%0)|| (Y0) | (70) (U/gHb)|(U/gHb)|[Mean| ™ |(%)|| (o) || (Y0)
[Laboo7 [ 4 ][ 150 J[ 169 | 9 Jo.7[4.1]rrof20]18|[][ 5.6 1 59 | 9 Jpo-2[3.4]12.1][20]}4.3]
[Laboil [ 4 ][ 144 | 152 ] 5 Jp3)2.0][9.5]20]>6]][ 5.8 ][ 58 ][ 5 Jo-1[1.7][3.4][20]>¢]
[Labol2 [ 4 J[ 158 J[ 150 | 7 Jo2[3][7.7]20]>6][ 5.7 I 5.8 [ 7 Jo-1[1.7][5.2][20][>¢]
[ Tol J[ - | - J[ 159 J 2t ofes - - J-J0L_- | 5.8 [ 21 Jo23.4] - - 1[-]
$R7E (Bias)% = { [ | BEHV9{E (Mean) - HFE{E (Target) | ]/ BE{E (Target) } x 100%
445872 (TE, Total Error)% = 3222 (Bias)% + 2 x BEMEERMAH (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / RaHEEMAE (CV)
[TOP]
RETHET R
FEHHART © & [2016 v][02 v|[01 V| 2 [2019 v][08 v|[31 V]| Change |
| I | Control N (Lot No.: AE0909N) i Control D (Lot No.: AE0909D) |
Reagent ] ] ]
. : Target | Mean | n for CV/| TE |TEa Target || Mean nfor CV TE ||TE4
UnittD £ R Pl /ety Mean| P2l o6)| @) @) © || Uretm)|urgtb)m %)[)]| %) ©
(Code)!.( gHb)|(U/gHb)[Mean| ™ ||(%0)|| (Y0) | (70) (U/gHDb)|(U/gHb) can[> (o)(o)(o)
Lab006 || 4 144 | 152 | 72 Jo.g3.9|13.5[ 20 37| 54 [ 56 | 72 @71 18.0[20]23
Lab007 4 15.0 |[ 157 | 87 Jo.7][4.5][13.6] 20 |3.4|[][ 5.6 5.7 ][ 87 Jo.4/[7.0][15.8]20]2.6
[Lab00s || 4 |[ 144 | 149 | 70 Jo.96.0]15.6[20 o8l 53 | 53 | 70 |.|75||15 1[20]27]
[Labooo [ 4 ][ 144 | 156 | 66 Jo.7]4.5]17.3] 20 |e-6]][ 5.8 ][ 5.8 ][ 66 Jo-4][6.9][13.8]20]2.9)
[Labol0 ][4 ][ 158 [ 16.0 ] 29 Jo.6|[3.8][8.8][20]4.9][][ 62 ][ 5.8 [ 29 Jp.3|[5.2][16.8][20]]2.6]
[Laboll || 4 ][ 144 [ 147 | 63 Jo.¢][4.1]10.2] 20 w4 5.8 [ 5.7 ][ 63 Jo-2|3.5][8.7][20][5.2]
[Laboi2 [ 4 ][ 158 |[ 151 [ 1o ][1][7.3]19.0[ 20 |e-1]f][ 5.7 ][ 5.6 ][ 108 Jo.4|[7.1][16.0][ 20 [2.6]
[Lab029 [ 4 ][ 144 ][ 147 | 75 Jp.3|[2.0][6.2 || 20]>6l)[ 5.8 [ 57 |75 Jo.1[1.8][5:2][20]>6]
o [ ]~ 52 [sofoofso] | I I 57 [sojodrol -]
72 (Bias)% = { [ | BEHP4E
YazazE (TE, Total Error)% — 322 (Bias)?% + 2 x REMBEME (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / Rt B EIAE (CV)
[TOP]
| Reagent Kit ||Reagent C0de|
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ZHRBR AL GOPD E B NElEMETER (BRT)

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

#EZ Reagent Kit © |4 - Lanner v| Change |
Control N H&tatEL Bet&tat 2 th
BIR
| I Control N (Lot No.: AE0909N) |
Month (2019/08) I CUM (2016/02/01~2019/08/31)

N Reagent Kit || Target | Mean | n for CV|| TE || TEa Target | Mean | n for CV|| TE || TEa
UnitlD = codey £ || (U/gHb) | (U/gHb) | Mean P ol @) [l @) || © ||| (Uretb) | (Uretib) | Mean | SP][ew)|| <) [ 2%)|| ©
Lab006 4 144 - 0 [ -1 -1 -J20][ -0 144 ] 152 ] 72 Jo.6][3.9][13.5] 20 |[3.7]
Lab007 4 150 [ 169 | 9 Jo7]4.1]2r.0] 20 J[8|[][ 150 | 157 | 87 Jo.7][4.5][13.6] 20 |[3.4
Lab008 4 14.4 - o [-1 -1 -T20]-[ 144 [ 149 ] 70 Jo.9][6.0][15.6] 20 ][.8]
Lab009 4 14.4 - o [ -1 -1 -I20][ -] 144 156 | 66 J0.7][4.5][17.3] 20 |[2.6]
(ooto & J 158 |- J o J-| -] Jr20)-JI 155 | 160 ] 20 Jos|3s][s5]20]ad
[ Labo11 || 4 | 144 152 ] 5 Jo3]2.0][95][20][>6][][ 144 | 147 ] 63 Jo.6][4.1][10.2] 20 |[4.4]
[ Labo12 || 4 | 158 [ 150 [ 7 ||02||13||77|| 20 |-[|| 158 | 151 | 108 J1.1][7.3][19.0] 20 ][2.1]
Lab029 4 14.4 - 0 20 144 | 147 | 75 [03][2.0][6.2] 20
Total - 159 [ 21 J10[e3 Eﬂ - 152 [ 570 Joo|[so] - | - |[-]
R (Bias)% = BT

ZEER2E (TE, Total Error)% = 5835 (BlaS)% b 2x BEEEGE (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / RETERAE (CV)

A%t R (CUM) : & [2016 v|[02 v][01 V]| % [2019 V] [08 V|[31 V][ Change |

[TOP]
Control D H#taTBa Batéat 2Lk
e

| | I Control D (Lot No.: AE0909D) |
| | I Month (2019/08) Il CUM (2016/02/01~2019/08/31) |

.4 || ReagentKit || Target | Mean | n for sp| CV| TE ||TEa Target | Mean | n for spl[CV| TE | TEa
UnitD = 11 (code) £ || (U/gHb) | (UlgHb) | Mean | > || (%) ]| (%) || (%) || © ||| (U/gHb) | (U/gHb) | Mean | >~ ||(%) ]| (%) | (4)|| |
[ Lab006 || 4 54 T - o [-T-JC-Jr20][- 10 54 J 56 ] 72 Jo4][7.1][18.0] 20123
Lab007 4 5.6 5.9 9 Jo2]3.4[12.1][ 20 J[43][][ 5.6 5.7 | 87 Jo4][7.0][15.8] 20 |[2.6]
Lab008 4 53 - o -1 - - 201 53 53 | 70 Jo4][7.5][15.1] 20 |[27]
Lab009 4 5.8 - o [ -1 -1 -J20] -1 58 58 | 66 Jo.4][6.9][13.8] 20 ][2.9
(oo |+ JL 62 | - T 0 - -J -] -] ez | 58 | 2 Jo352]1e8]20 ]2
[ Labo11 || 4 |58 [ 58 J 5 JoaJra][34][20][>6]l 58 | 57 ] 63 Jo2][3.5][8.7 ] 20][52]
[ Labo12 || 4 | 57 [ 58 [ 7 ||01||17||52|| 20 |-[|| 57 | 5.6 ] 108 Jo.4][7.1][16.0] 20 |[2.6]
Lab029 4 5.8 - 0 20 5.8 5.7 75 Jlo.1][1.8][ 5.2 | 20

Total - 58 | 21 Jo2]3.4 Eﬂ - 57 | 570 Joa|[70] - ] - ][-]

2 (Bias)% = {[ | %'zaﬁrwjﬁ (Mean) - 58 (Target) |1/ E*%ﬁ (Target) } x 100%
gasR=2 (TE, Total Error)% = #1375 (Bias)% + 2 x BEHERAE (CV)
o (Sigma) = (TEa% - 532 (Bias)%) / BsTERE(AE (CV)

A&t - FEHHR (CUM) : 5 [2016 V] [02 v|[01 v] & [2019 v][08 V] [31 V][ Change |

[TOP]

| Reagent Kit | Reagent Code|
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