G6PD & B/ El st ESa T4 R 5 SDI 77 ffi

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
H1|Eq 2%
A EA B .
_ #BRWf:Labole |
Control N Control D
QC Control Lot No. AH1220N AH1220D
BRI Month CUM Month CUM
et (2019/06) (2019/02/01~2019/06/30) (2019/06) (2019/02/01~2019/06/30)
FEFRE (N) 3 7 3 7
ZESEH{H (Mean) U/gHb 16.2 16.2 5.2 52
EEHEHEZ (SD) 0.3 0.2 0.2 0.1
FETEEAE (CV) % 1.9 1.2 3.8 1.9
H1Z(H (Target) U/gHb 15.3 15.3 52 5.2
4EzR7= (TE) % 9.6 8.4 7.7 3.8
N X FTHER 7 (TEa) % 20 20 20 20
c >6 >6 53 >6
B3 (Bias)% = { [ | B EHIE (Mean) - EFEHE (Target) | 1/ EELE (Target) } x 100%
4=i7= (TE, Total Error)% = g2 7= (Bias)% + 2 x EEHEE(AE (CV)
o (Sigma) = (TEa% - %72 (Bias)%) / REFEEAH (CV)
H&gst © 2019 06 Change ; ZEEHHARI(CUM): B 2019 02 01 % 2019 06 30 Change
[TOP]

Lot No.: AH1220N ; f&E&HARE : 2019-02-01 % 2019-06-30 ; HZ(E (Target) : 15.3 ; 2F{LAE (SD) : 0.8

Control N SDI 4/

EEA : Lab016

Lab016
+3 5.0,

+2 5.0,

+1 5.0, |-e - »

Target

-1 5.0,
=2 5.0,

-3 5.0,

Date

A%t

05-02 05-16 05-23 05-30 06-13 06-20 06-27

2019 06 Change

o EEFHARY (CUM) : [ 2019 02 01 % 2019 06 30 Change

[TOP]

Lot No.: AH1220D ; f@EgHART © 2019-02-01 Z 2019-06-30 ; HFZ{H (Target) : 5.2 ; 2 fWAE (SD) : 0.4

Control D SDI 4/

BEA7 : Lab016

Lab016
+3 5.0,

+2 5.0,

+1 5.0,

Target =0 & &

-1 5.0,

-2 5.0,

-3 5.0.

Date

A%t

05-02 05-16 05-23 05-30 06-13 06-20 06-27

2019 06 Change

; ZEETHART (CUM) @ B 2019 02 01 % 2019 06 30 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AH1220N ; fE&HARE : 2019-02-01 & 2019-06-30 ; HFZ{H (Target) : 15.3 ; 2 {TWHEZ (SD): 0.8 (o)

Lot No.: AH1220D ; #4B#EART © 2019-02-01 Z 2019-06-30 ; H fE&{H (Target) : 5.2 ; £ @#3% (SD): 0.4 (o) iz : Lab016
Lab016
+3 5.0,
+2 5.0,
S0 (o o o 2 0
Target (——8 o & = g—0
-1 5.0,
-2 5.D.
-3 5.0,
Date 05-02 05-16 05-23 05-30 06-13 06-20 06-27
Hé4izt © 2019 06 Change ; ZEHHARI(CUM): H 2019 02 01 % 2019 06 30 Change

[TOP]




ZrRBRE A GOoPD E Bl NWEmEREHER (HBFR—)

#E1E LotNo : |[AH1220N (2019-01-28 ~ 2100-12-31) | Change |

3EfE Reagent Kit : |3 - Innovation V| Change |

H&aTsR

gt B+ [2019 v||06 V|| Change
| | | Control N (Lot No.: AH1220N) I Control D (Lot No.: AH1220D) |

) N Reagent Kit|| Target | Mean ||n for D CV/|| TE |[TEa Target || Mean |[n for D CV|| TE ||TEa
UnitD =l code) * [|(U/gHb)|[(U/gHb) Mean|[> (6| (%) |[(2%6)]|| © [ [[(U/gHb)|[(U/gHb) Mean|>[(%)]| (%) (%)
Lab004 3 171 || 17.1 | 4 1.8][3.5][ 20 |[>6]|| 5.6 55 | 4 [o.4]7.3][16.3] 20
Lab013 3 158 [ 161 ][ 6 Jo3][19o][5.6][20]>6]][ 52 5.1 6 0.2][3.9]/9.8] 20
[Labol6 [ 3 [ 153 [ 162 ][ 3 Jo3|[1o][9.6][20]>6]][ 52 ][ 52 [ 3 Jo2[3.8][7.7] 20|.
[Labo44 [ 3 ][ 153 ][ 17.9 ][ 8 Jo.7[3.9]r4.8|[20 Jo-8][][ 52 ][ 5.7 ][ 8 Jo.3|[5.3][20.1][20]]2.0]
[ Towl [ - ][ - | 17.0 J[21 Jod[s3][ - J[- J[-JIL - [ 54 ]2t Jod4][74][ - - J[-]
%%% (Bias)% = { [ | BEFF9{E (Mean) - HAE{H (Target) | 1/ HEHME (Target) } x 100%

4EERZ= (TE, Total Error)% = 27 (Bias)% + 2 x BB E(LE (CV)
o(Slgma) (TEa% - 5R7E (Bias)%) / BEHEBREMAE (CV)

[TOP]
RETHETR

R : 5 2019 v][02 v][01 V] % [2019 V] [06 V][30 V]| Change |
| | I Control N (Lot No.: AH1220N) 1l Control D (Lot No.: AH1220D) |

) + Reagent Kitl| Target || Mean ||n for D CV| TE |[TEa Target || Mean |[n for D CV|| TE |[TEa
UnitlD = || ey [[(U/ekb)|[(U/gHb)[Mean > ||%)| %) [[2)]| © | l(Urerb)|jUrgHb)|Mean|>2lcs)| ) | %)
[Laboo4 [ 3 [ 170 J[ 172 ][ 9 Jo2r2]29][20]>6][][ 5.6 ][ 5.5 [ 9 Jo.3][5.5][12.7[20]3.3]
[Labo13 [ 3 [ 158 [ 15.9 ][ 34 Jo2[1.3][3.1][20]>6]][ 5.2 ][ 52 [ 34 Jo.1][1.9][3.8][20][>6]
[Labole [ 3 ][ 153 ][ 162 [ 7 Jo2[12][84][20]>6][][ 52 [ 52 [ 7 Jo.1i][1.9][3.8][20][>¢]
Lab044 3 153 ][ 18.0 ][ 28 Jlo.5][2.8]3.2][20 Jo-8[][ 52 57 || 28 [0.2][3.5/16.6|| 20

Total - 16.8 ][ 78 ][1.0][6.0][ - - 5.4 [ 78 Jo3|[s.6] - ][ - 1[-]
:ﬁ% (Bias)% = { [ | & = = 0%

4E=a2% (TE, Total Error)%— R (Blas)%+2 x BEEE(LE (CV)
G(Slgma) (TEa% - 3iz= (Bias)%) / RetERAE (CV)

[TOP]
| Reagent Kit ||Reagent Code|

|Innovation ”3 |




ZrRBRE A GOoPD ¥ Bl NWEmEREHER (HBFR2)

#E1E LotNo : |[AH1220N (2019-01-28 ~ 2100-12-31) | Change |

3EfE Reagent Kit : |3 - Innovation V| Change |

Control N H#ta#a Bat4iat
ZEEEER

| || || Control N (Lot No.: AH1220N) |
| I I Month (2019/06) I CUM (2019/02/01~2019/06/30) |

. ¢ |[Reagent Kitll Target || Mean ||n for D CV|| TE |[TEa Target || Mean ||n for SD CV|| TE ||TEa
UnitlD =11 codey £ {|(U/gHb)|(U/gHb)[Mean|[>|(2%6)][%) ||| © | [[(U/gHb)||(U/gHb)[Mean|>|(%){ %6) || o) ©
[Laboo4 |[ 3 [ 170 J[ 17.0 ][ 4 Jo3|[1s8][3.5][20]>6][][ 17.1 ][ 172 |[ 9 Jo2|[1.2][2.9][20][>¢]
[Labo13 [ 3 [ 158 | 16.1 ][ 6 Jo3|[1.9][5.6][20]>6[][ 15.8 ][ 15.9 [ 34 Jo.2|[1.3][3.1][20][>6]
Lab016 3 153 [ 162 ][ 3 Jo3l[ro)fo.6][20|>6][ 153 [ 162 [ 7 Jo2|[1.2][8.4][20][>¢]
Lab044 3 153 | 179 | 8 Jo.7][3.9]4.8[20 Jo.8[]| 153 ][ 18.0 | 28 Jo.5][2.8 232 20 0.8
[ Tot - I - 170 |2t Jods3][- J[- [-J0C - 168 |78 Jroffe.oll - |- 1[-]

SR (Bias)% = { [ | BEHPH{E (Mean) - EHE{E (Target) | ]/ EAE{E (Target) } x 100%
4Bz57= (TE, Total Error)% = g2 (Bias)% + 2 x BB EMAE (CV)
o (Sigma) = (TEa% - 322= (Bias)%) / Bt R4E (CV)

Rt - REHAR (CUM) : B [2019 v][02 v][01 v] % [2019 v][06 V|[30 V]| Change |

[TOP]
Control D H#taTEL Bttt
Z b

| I I Control D (Lot No.: AH1220D) |
| I I Month (2019/06) I CUM (2019/02/01~2019/06/30) |

) + Reagent Kitl| Target || Mean ||n for D CV|| TE ||[TEa Target || Mean |[n for D CV|| TE |[TEa
UnitID = code) *[|(U/gHb)|[(U/gHb)Y Mean|[> (6| (%) ||(%)]|| © [ [[(U/gHb)|[(U/gHb) Mean|>[(%)]| (%) || (%)
[Laboo4 [ 3 ][ 56 J[ 55 ][ 4 Jo4[73]te3][20|3[][ 5.6 [ 55 [ 9 Jo3|[5.5][12.7[20]3.3]
[Laboi3 [ 3 ][ 52 ][ 51 ][ 6 Jo23.9][98][20]ke]][ 52 ][ 52 ][ 34 Jo.1][1.9][3.8][20][>¢]
Lab016 3 5.2 52 || 3 l0.2]3.8][7.7][20|5.3]| 5.2 52 [ 7 [o.1][1.9]/3.8] 20
Lab044 3 5.2 57 ][ 8 Jo.3|[53 201 20 20 5.2 5.7 || 28 [0.2]|3.5//16.6|| 20
[ Total J| - || - ] 54 J21 |I|74|| L - s 078 Jofs.ell - - (-]

2 (Bias)% = { [ | &+ FE (Mean) - HIE{E (Targey) | ]/ Etﬁ;ﬁ (Target) } x 100%
HEERZ= (TE, Total Error)% = 3228 (Bias)% + 2 x RETEER(AE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / BT EEEAE (CV)

A&t - BEHHAR (CUM) : 5 [2019 v][02 v|[01 V] % [2019 v][06 V][30 V]| Change |

[TOP]

| Reagent Kit |[Reagent Code|

|Innovation ”3 |
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