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Control N Control D
G6PD
(Lot No.:AE0909N) (Lot No.:AE0909D)
9;}4\: H = 6 6
How 3R e (n) 27 27
¢ i~ #ic (Median) 15.1 (U/gHb) 5.7 (U/gHb)
T i2iE (Mean) 15.1 (U/gHb) 5.7 (U/gHb)
%% %1 (SD) 0.7 0.4
22 % (CV) 4.6% 7.0%
G6PD # =% Lﬁ_s}% 7 13.7 ~ 16.0 (U/gHb) 5.1 ~6.3 (U/gHb)
Hb # =% EE}% 3| 1.8~2.2 (g/dL) 1.9~23(g/dL)
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G6PD & B/ El st ESa T4 R 5 SDI 77 ffi

7583% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
H1|Eq 2%
A EA B .
. R Lab007 |
Control N Control D
QC Control Lot No. AE0909N AE0909D
BRI Month CUM Month CUM
Rcasl (2019/06) (2019/04/09~2019/06/30) (2019/06) (2019/04/09~2019/06/30)
FEHEEL(N) 8 26 8 26
EE15EH9(E (Mean) U/gHb 15.2 15.7 5.8 5.8
EEHEHEZ (SD) 0.9 0.7 0.5 0.4
FETEEAE (CV) % 5.9 4.5 8.6 6.9
H1Z(H (Target) U/gHb 15.0 15.0 5.6 5.6
4EzR7= (TE) % 13.2 13.6 20.8 17.4
N X FTHER 7 (TEa) % 20 20 20 20
c 32 3.4 1.9 2.4
7% (Bias)% = { [ | E5FFH9{E (Mean) - HHE{E (Target) | 1/ HAE{HE (Target) } x 100%
4=i7= (TE, Total Error)% = g2 7= (Bias)% + 2 x EEHEE(AE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Bat8F(4H (CV)
H&gst © 2019 06 Change ; ZEEHHARI(CUM): 5 2019 04 09 % 2019 06 30 Change
[TOP]

Control N SDI 4/
Lot No.: AE0909N ; f@sHAR : 2019-04-09 & 2019-06-30 ; HAZ{E (Target) : 15.0 ; 5L (SD) : 0.90 EEAI7 : Lab007
Lab007
+3 5.0,
+2 5.0, r . .
+1 5.0, . . . + . . . . + . . . . + . .
Target *
.
-1 5.0, ¢ .
=2 5.0,
=3 5.0,
Date 04-09 04-10 04-12 0d-16 04-19 04-23 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-24 05-28 05-31 06-04 06-07 06-10 06-14 06-18 06-21 06-25 06-28
B4zt : 2019 06 Change ; ZEFHARS (CUM): 4 2019 04 09 Z 2019 06 30 Change

[TOP]

Control D SDI 53 ffilE] |
Lot No.: AE0909D ; fBHAR © 2019-04-09 Z 2019-06-30 ; H{Z{E (Target) : 5.6 ; 24Tk (SD) : 0.40 EEA17 : Lab007
Lab00o7
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] o o
+1 5.D. =] a o] g g =] a o =]
[=]
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o o u u o a
-1 5,0, 8 o o] —
=2 5.0,
=3 5.0,
Date 04-09 04-10 04-12 04-16 0d-19 04-23 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-24 05-28 05-31 06-04 06-07 06-10 06-14 06-18 06-21 06-25 06-25

A%t

2019 06 Change

; BETHAR (CUM) : H 2019 04 09 % 2019 06 30 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AE0909N ; f&ERIRS © 2019-04-09 % 2019-06-30 ; F#Z{H (Target) : 15.0 ; %5852 (SD): 0.90 (o)

Lot No.: AE0909D ; f#E&HART : 2019-04-09 Z5 2019-06-30 ; HAZ{# (Target) : 5.6 ; S#{TE#e3% (SD): 040 (o) AL : Lab007
Lab007
+3 5.D.
[u]

+2 5.0,
+1 S.D - @ e P ¢ . @ P S 2 2 9 g

S I ¢ b o SR = I | ¢ . g ¢ *
Target o .

o - [w] [u] .
-1 5.D. = . D9
=] L ]
=2 5.0,
=3 5.0,
Date 04-09 04-10 04-12 0d-16 04-19 04-23 04-23 0d4-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-24 05-28 05-31 06-04 06-07 06-10 06-14 06-18 06-21 06-25 06-28
Hé4izt © 2019 06 Change ; ZEHHARI(CUM): H 2019 04 09 % 2019 06 30 Change

[TOP]




ZrRBRE A GOoPD E Bl NWEmEREHER (HBFR—)

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

#BEE Reagent Kit : |4 - Lanner v| Change |
H&aTsR
izt Aty ¢ 2019 v|[06 V|| Change
| | | Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
UnitD Reagent Kitl| Target || Mean ||n for CV|| TE |TEa)| || Target || Mean |n for | ICV| TE TEa|E|
“ |l (Code) £ ||(U/gHb)||(U/gHb) [Mean(|>~|(%)(| (%) |(%) (U/gHb)|(|(U/gHb)|Mean||>~|[(%)(| (%) | (%)
Lab006 4 144 | 146 || 4 |o4][2.7]6.9] 20 |>6]] 54 53 | 4 o.1][1.9]/5.6] 20
Lab007 4 150 ][ 152 ][ 8 Jo.9|[5.9][13.2][20 |B2[][ 5.6 58 ][ 8 o.5][8.6]20.8[20]1.9]
[Labo09 [ 4 [ 144 | 151 ][ 4 Jo.3|[3.3]11.5)[20 Ja6][ 5.8 ][ 62 [ 4 ||01||16||10 1][20][>6]
[Laboro [ 4 [ 1s8 J 148 [ 2 J[-]-1[-Jf20][-J][ 62 J[ 53 ][ 2 - - |[20][-]
[Laboll [ 4 ][ 144 | 148 ][ 4 Jos|[3.4][o.5][20|5.1]][ 5.8 ][ 56 [ 4 ||0.2||3.6||10.6|| 20 |[4.6]
Lab012 4 158 ][ 158 |[ 5 Jo-1fo.6][1.3][20]>6]][ 5.7 5.8 ][5 Jo1][1.7][5.2][20][>6]
Total - 15.1 ][ 27 Jo.7][4.6][ - - 57 ][ 27 Jo4[7.0] - ][ - [-]
387 (Bias)% = ?inﬂzié]{él‘ (Mean) - EIE{E (Target) | 1/ af@{a (Target) } x 100%
=Rz (TE, Total Error)% = 22 (Bias)% + 2 x B &8R4 (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / BETER(AE (CV)
[TOP]
Fethar®

FEHEART © B (2016 v|[02 v|[01 V| Z (2019 v|[06 v|[30 V|| Change
| | | Control N (Lot No.: AE0909N) Ll Control D (Lot No.: AE0909D) |

. ¢ |[Reagent Kitll Target || Mean ||n for lcv][TE|[TEa Target || Mean ||n for cv|[ TE|[TEd |
UnitID = | code) ¢ (Ul |(urghb)|Mean| 7|06 20)]|20)]| © | U/gHb)|UrgHb)Mean]>Pa)| @) @) °
[Labooe || 4 ][ 144 ][ 152 ][ 66 Jo.6[3.9]13.5][20 |B.7[][ 5.4 ][ 5.7 ][ 66 Jo.4][7.0][19.6][20].1]
Lab007 4 150 |[ 156 | 71 E 3811720 |42 5.6 57 ][ 71 Jo.4][7.0][15.8[20][2.6
Lab008 4 14.4 || 149 |[ 70 |/0.9]6.0][15.6][ 20 [2.8]/|| 5.3 53 |[ 70 Jo.4|[7.5][15.1] 2027
| Labo09 || 4 || 144 | 156 | 62 |-|4.5||17.3|| 20 2.6 || 5.8 || 5.8 | 62 [[0.4]6.9][13.8][ 20 |[2.9] |-
[Labol0 [ 4 [ 158 ][ 16.0 ][ 29 Jjo.6|[3.8][8.8][20 J49][ 6.2 ][ 5.8 [ 29 Jo.3][5.2][16.8][20][2.6]
[Laboll |[ 4 [ 144 ][ 14.6 ][ 55 Jo.6[4.1][9.6][20]4.5[][ 5.8 ][ 5.7 ][ 55 Jo2|[3.5][8.7][20][5.2]
Lab012 4 158 |[ 15.1 | 93 7.9][20.3|| 20 |20 || 5.7 56 | 93 [0.4][7.1][16.0]] 20
Lab029 4 144 ][ 147 ][ 75 Jo.3][2.0 62 20 >6 5.8 |[ 57 ][ 75 Jo.a[1.8][5.2][ 20
[ Total || - || - | 152 [[521 |I|53II L JC 5.6 J[satJodzaj - J[- -]

B2 (Bias)% = { [ | B&HH9E (Mean) - HIE{E (Target) | ] / Q’Ff‘?fﬁ (Target) } x 100%
4357 (TE, Total Error)% = 3Rz (Bias)% + 2 x BB (48 (CV)
o (Sigma) = (TEa% - 5R7E (Bias)%) / BRETHEE/AEL (CV)

[TOP]

| Reagent Kit |[Reagent Code|
|Lanner ||4 |




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 (2019/06) I CUM (2016/02/01~2019/06/30)

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 | 146 | 4 Joa[27][6.9][20]>6][][ 144 [ 152 ] 66 Jo.6][3.9][13.5] 20 |[3.7]
Lab007 4 150 [ 152 | 8 Jo.9]5.9][132][ 20 |32J[J[ 150 | 156 | 71 Jo.6|[3.8][11.7] 20 |[4.2]
Lab008 4 14.4 - o [-1 -1 -T20]-[ 144 [ 149 ] 70 Jo.9][6.0][15.6] 20 ][.8]
Lab009 4 144 | 150 | 4 Jos[33][11.5][20][46][][ 144 [ 156 ] 62 Jo.7][4.5][17.3] 20 |[2.6]
(Looto & J 158 | 1as | 2 J-| -] - Jr20] - JJ_ 155 | 160 ] 25 Jos|3.s][s8]20]ad
[ Labo11 || 4 | 144 [ 148 | 4 Jos|34][95][20][51][[ 144 | 146 ] 55 Jo.6][4.1][9.6 ] 20 ][4.5]
[ Labo12 || 4 | 158 | 158 [ 5 ||01||06||13|| 20 |-[|| 158 | 151 | 93 J1.2][7.9][20.3] 20 ][2.0]
Lab029 4 14.4 - 0 20 144 | 147 | 75 [03][2.0][6.2] 20
Total - 151 [ 27 Jo.7]4.6 Eﬂ - 152 | 521 Jos|[s3] - | - |[-]
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] [06 v|[30 V][ Change |

[TOP]
Control D B#rstEe B85t 22 Eb
e
| | I Control D (Lot No.: AE0909D) |
| I I Month (2019/06) Il CUM (2016/02/01~2019/06/30) |
UnitID Reagent Kit || Target | Mean | n for D CV|| TE ||TEa :_ Target | Mean | n for D CV|| TE || TEa :
" || (Code) £ || (U/gHb) | (U/gHb) | Mean (%) (%) || (%0) (U/gHb) || (U/gHb) | Mean (%) (%) || (%0)
| Lab006 || 4 [ 54 | 53 | 4 JoaJio][se][20]>6]][ 54 ] 57 ] 66 Jo.4][7.0][19.6] 20 ][2.1]
Lab007 4 5.6 5.8 8 Jo.5][8.6][20.8][ 20 |[1.9][][ 5.6 57 | 71 Jo.4][7.0][15.8] 20 ][2.6]
Lab008 4 5.3 - o [-]-1- 120 :: 5.3 53 | 70 Jo4|75][15.1] 20 |[2.7]
Lab009 4 5.8 6.2 4 Jo.1 16 101 20 |[>6][][ 5.8 58 | 62 Jo.4][6.9][13.8] 20 |[2.9]
ST e T T L Il ez s T Joalsalios] ao]oe
[ Labo11 || 4 | 58 | 56 | 4 ||02||36||106|| 20 Jl46]]l_58 ] 57 ] 55 Joz2][3.5][8.7] 20][5.2]
[ Labo12 || 4 [ 57 | 58 [ 5 ||01||17||52|| 20 |-[|| 57 | 56 ] 93 Jo4]7.1][16.0] 20 |[2.6]
Lab029 4 5.8 - 0 20 5.8 57 | 75 Joa][1.8][5.2] 20
Total - 50 | 27 Jo4]7.0 Eﬂ - 5.6 | 52t Joa|7a] - - ][-]

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][06 V][30 V][ Change |

[TOP]

| Reagent Kit | Reagent Code|
|Lanner | |4 |
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