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

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
FIENE%
A EA B .
_ I#BRWL:Labod4 |
Control N Control D
QC Control Lot No. AH1220N AH1220D
BRI Month CUM Month CUM
et (2019/05) (2019/02/01~2019/05/31) (2019/05) (2019/02/01~2019/05/31)
FEHEEL(N) 9 20 9 20
ZESEH{H (Mean) U/gHb 18.0 18.0 5.6 5.7
EEHEHEZ (SD) 0.3 03 0.1 0.1
R BAGKE (CV) % 17 17 1 L
H1Z(H (Target) U/gHb 15.3 15.3 52 5.2
4EzR7= (TE) % 21.0 21.0 11.3 13.1
N X FTHER 7 (TEa) % 20 20 20 20
c 1.4 1.4 >6 5.8
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% - 372 (Bias)%) / BT 5{AE (CV)
H&gst © 2019 05 Change ; ZEEHHARI(CUM): B 2019 02 01 & 2019 05 31 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; E&EfR © 2019-02-01 % 2019-05-31 ; [HE(H (Target) : 15.3 ; 22434 (SD) : 0.8 AL : Lab044
W e e e ot e e T
L L ]
+2 5.0,
+1 5.0,
Target
-1 5,0,
=2 5.0,
-3 5.D.
Date 03-22 03-26 03-29 04-02 04-09 04-12 04-16 04-19 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-23 05-28 05-31
B4t @ 2019 05 Change ; ZEEHHAR (CUM) : B 2019 02 01 % 2019 05 31 Change
[TOP]
Control D SDI #3ffifEl |
Lot No.: AH1220D ; f#EsHART © 2019-02-01 % 2019-05-31 ; HFE{H (Target) : 5.2 ; &EfHAEFE (SD) : 0.4 B : Lab044
Lab044
+3 5.0,
+2 5.0, Ia)
o o o B9 @© o o
+1 5.D. a8 = —a—o a5 B g a—o
Target
-1 5.D.
=2 5.0,
-3 5.D.
Date 03-22 03-26 03-29 04-02 04-09 04-12 04-16 04-19 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-23 05-28 05-31
H4ist © 2019 05 Change ; ZEHHARI(CUM): B 2019 02 01 % 2019 05 31 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AH1220N ; fEHHAR :© 2019-02-01 & 2019-05-31 ; HZ{H (Target) : 15.3 ; 2 {TWHE= (SD): 0.8 (o)
Lot No.: AH1220D ; f&E&HAR] © 2019-02-01 & 2019-05-31 ; HIE(E (Target) : 5.2 ; &FfHEAEZ (SD): 04 (D)
0

Lab044
+3 5.0,

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

-3 5.0,

Date

BEA7 - Lab044

® e = ° o« * ¢ * e e « °

a a

o
u]

o
o

03-22 03-26 03-29 04-02 04-09 04-12 04-16 04-19 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-23 05-28 05-31

H#rst . ZEHHARI (CUM) © 5 2019 02 01 & 2019 05 31 Change

2019 05 Change 5

[TOP]




ZhebREEAr GOPD E Bl WElan BEREHER (BR—)

7588 LotNo © |AH1220N (2019-01-28 ~ 2100-12-31) | Change |

42 Reagent Kit : [3-Innovation | Change |

R&atR

st A0 + (2070 ][05 v Chenge |

| | | Control N (Lot No.: AH1220N)

Reagent

. : Target | Mean | n for CV/| TE |TEa
Unitip || Kit SOl ol oo o
(Code) ! (U/gHb)||(U/gHb)|Mean (%)|[(%) [|(%0)

‘ Control D (Lot No.: AH1220D)

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

Lab0o4 |[ 3 56 | 56 0.2][3.6][7.1][20 [5.¢]
[Labo13 [ 3 ][ 158 | 15.9 | 10 Jo.3|[1.9][4.4]20]>6][][ 52 | 52 || 10 |.|19||38||20|.
[Labole || 3 ][ 153 | 161 | 4 Jo2[r2][7.7]20]>6]][ 52 ][ 52 ][ 4 Jo-1[r.9][3.8][20]>¢]
[Labo44 || 3 ][ 153 ][ 18.0 | 9 Jo3[r.7]rof 204 52 [ 5.6 ] 9 Jo.1[1.8]11.3][20]>6]
[ Total || L - 169 [ a8 frofsoll - [-[-J0C - 1 54 128 Jo2f3.7[ - J[-|[-]

E

17.0 | 173 [ 5 Jo2|[1.2][3.5] 20 |>]

383 (Bias)% = { [ | B& i
4EERT= (TE, Total Error)% = g2 (Bias)% + 2 x BEHEEAE (CV)
o (Sigma) = (TEa% - sR%= (Bias)%) / RETEEE(AEL (CV)

[TOP]

RETHETR

FEHHAR © & [2019 v][02 v|[01 V| & [2019 V][05 v|[31 V]| Change |

| I | Control N (Lot No.: AH1220N) i Control D (Lot No.: AH1220D) |
Reagent ] I ]
. ¢ Kit Target | Mean | n for SD CV/| TE |TEa Target || Mean ||n for SD CV|| TE ||TEaq]
UnitID = (U/gHb)([(U/gHb)[Meanl[> (%)l (%) [ (%)|| © |||[(U/gHb)|[(U/gHb) [Mean|[>|[%)|[(%)|[(%)|| ©
(Code) £
Lab004 [ 3 17.1 [ 173 | 5 Jp2[1.2][3.5] 20 >6: 56 | 56 ][5 Jo2)[3.6][7-1][20][5.6
Lab013 ][ 3 158 | 159 | 28 Jo2[13][3.1]20]>6]l][ 52 ][ 52 ][ 28 Jo.1][1.9][3.8][20]>6]
BT B I B Y 50 B ] B B 0 T B
[Labo44 |3 ][ 153 [ 18.0 ] 20 Jpo3[r.7]r.of 20 |r4][ 52 ][ 5.7 ][ 20 Jo-1][18]3.1][20][5.§
[Toal |- - ] tes |57 ool - - JJIL_- 54 J 57 Joassel - -]

SRz (Bias)% = { [ | BEHPH9ME (Mean) - HAE{E (Target) | 1/ BFZE (Target) } x 100%
&HER7= (TE, Total Error)% = 387 (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - sR%= (Bias)%) / RETEEEAEL (CV)
[TOP]

| Reagent Kit IReagent Code|

|Innovation ||3 |




ZrRBRE A GOoPD Bl NWEmEREHER (HBFR2)

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

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

Control N H#ta81 Bat4iat
Z iR
| || || Control N (Lot No.: AH1220N) |
| I I Month (2019/05) [ CUM (2019/02/01~2019/05/31) |
i " Reagent Kit| Target || Mean ||n for CV|| TE ||[TEa Target || Mean ||n for CV|| TE ||TEa
UnitlD =11 codey * [|(U/gHb)|((U/gHb) MeanE ©)[[©)[[@)|| © | [(Urghb)|[(U/gHb)|Mean| Pl 2%)]| %) [
[Laboo4 |[ 3 [ 171 J[ 173 ][5 Jo2[12][3.5][20]>6][][ 17.1 ][ 17.3 [ 5 Jo2|[1.2][3.5][20][>¢]
[Labo13 [ 3 ][ 158 [ 15.9 ][ 10 Jjo.3][1.9][4.4][20]>6[][ 15.8 ][ 15.9 ][ 28 Jo.2|[1.3][3.1][20][>6]
Lab016 3 153 [ 161 ][ 4 Jo2[r2)[7.7])[20]>6][ 153 [ 161 [ 4 Jo2|[1.2][7.7][20][>¢]
Lab044 3 153 J[ 18.0 [ 9 Jo3|[r.7]ro][20 4] 153 ][ 18.0 ][ 20 Jo.3|[1.7 210 20][1.4
[ Tomt - I - 169 |28 Jofsol[- J[- J[-JC - [ 168 |57 Jroffe.oll - |- 1[-]

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

Rt - REHAR (CUM) : B (2019 v][02 v][01 v] % [2019 v][05 V][31 V]| Change |

[TOP]
Control D A&t Bat4st
Z bk

| I I Control D (Lot No.: AH1220D) |
| I I Month (2019/05) I CUM (2019/02/01~2019/05/31) |

) + 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 | 56 |[ 5 Jo2l3.6][7.0][20]5.6[][ 5.6 | 5.6 ][ 5 Jo.2[3.6][7.1][20]5.6]
[Labo13 ][ 3 | 52 | 52 |10 [o.1][1.9][3.8][ 20 ]>6]][ 52 ][ 52 || 28 Jo.1][1.9][3.8][ 20][>6]
Lab016 3 5.2 5.2 1.9([3.8][ 20 [[>6|| 5.2 5.2 0.1//1.9]/ 3.8 20
Lab044 3 5.2 56 || 9 1.8 113 20 >6 5.2 5.7 || 20 [o.1{[1.8//13.1|| 20
[ Toml || - || - ][ 54 |[28 |I|37|| -JL - I 54 [ 57 Jo3|[s.6f - | - IE

2 (Bias)% = { [ | &+ FE (Mean) - HIE{E (Target) | ]/ Etﬁ;ﬁ (Target) } x 100%
HEERZ= (TE, Total Error)% = 327 (Bias)% + 2 x BT8R (AE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / BT EEEAE (CV)

A&t - BEHHAR (CUM) @ 5 [2019 v][02 v|[01 V] % [2019 v][05 V][31 ]| Change |

[TOP]

| Reagent Kit |[Reagent Code|

|Innovation ”3 |




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

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change
FIENE%
A EA B .
_ I#BRWL:Labod4 |
Control N Control D
QC Control Lot No. AH1220N AH1220D
BRI Month CUM Month CUM
et (2019/05) (2019/02/01~2019/05/31) (2019/05) (2019/02/01~2019/05/31)
FEHEEL(N) 9 20 9 20
ZESEH{H (Mean) U/gHb 18.0 18.0 5.6 5.7
EEHEHEZ (SD) 0.3 03 0.1 0.1
R BAGKE (CV) % 17 17 1 L
H1Z(H (Target) U/gHb 15.3 15.3 52 5.2
4EzR7= (TE) % 21.0 21.0 11.3 13.1
N X FTHER 7 (TEa) % 20 20 20 20
c 1.4 1.4 >6 5.8
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% - 372 (Bias)%) / BT 5{AE (CV)
H&gst © 2019 05 Change ; ZEEHHARI(CUM): B 2019 02 01 & 2019 05 31 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; E&EfR © 2019-02-01 % 2019-05-31 ; [HE(H (Target) : 15.3 ; 22434 (SD) : 0.8 AL : Lab044
W e e e ot e e T
L L ]
+2 5.0,
+1 5.0,
Target
-1 5,0,
=2 5.0,
-3 5.D.
Date 03-22 03-26 03-29 04-02 04-09 04-12 04-16 04-19 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-23 05-28 05-31
B4t @ 2019 05 Change ; ZEEHHAR (CUM) : B 2019 02 01 % 2019 05 31 Change
[TOP]
Control D SDI #3ffifEl |
Lot No.: AH1220D ; f#EsHART © 2019-02-01 % 2019-05-31 ; HFE{H (Target) : 5.2 ; &EfHAEFE (SD) : 0.4 B : Lab044
Lab044
+3 5.0,
+2 5.0, Ia)
o o o B9 @© o o
+1 5.D. a8 = —a—o a5 B g a—o
Target
-1 5.D.
=2 5.0,
-3 5.D.
Date 03-22 03-26 03-29 04-02 04-09 04-12 04-16 04-19 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-23 05-28 05-31
H4ist © 2019 05 Change ; ZEHHARI(CUM): B 2019 02 01 % 2019 05 31 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AH1220N ; fEHHAR :© 2019-02-01 & 2019-05-31 ; HZ{H (Target) : 15.3 ; 2 {TWHE= (SD): 0.8 (o)
Lot No.: AH1220D ; f&E&HAR] © 2019-02-01 & 2019-05-31 ; HIE(E (Target) : 5.2 ; &FfHEAEZ (SD): 04 (D)
0

Lab044
+3 5.0,

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

-3 5.0,

Date

BEA7 - Lab044

® e = ° o« * ¢ * e e « °
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o

03-22 03-26 03-29 04-02 04-09 04-12 04-16 04-19 04-23 04-26 04-30 05-03 05-07 05-10 05-14 05-17 05-21 05-23 05-28 05-31

H#rst . ZEHHARI (CUM) © 5 2019 02 01 & 2019 05 31 Change

2019 05 Change 5

[TOP]




ZhebREEAr GOPD E Bl WElan BEREHER (BR—)

7588 LotNo © |AH1220N (2019-01-28 ~ 2100-12-31) | Change |

42 Reagent Kit : [3-Innovation | Change |

R&atR

st A0 + (2070 ][05 v Chenge |

| | | Control N (Lot No.: AH1220N)

Reagent

. : Target | Mean | n for CV/| TE |TEa
Unitip || Kit SOl ol oo o
(Code) ! (U/gHb)||(U/gHb)|Mean (%)|[(%) [|(%0)

‘ Control D (Lot No.: AH1220D)

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

Lab0o4 |[ 3 56 | 56 0.2][3.6][7.1][20 [5.¢]
[Labo13 [ 3 ][ 158 | 15.9 | 10 Jo.3|[1.9][4.4]20]>6][][ 52 | 52 || 10 |.|19||38||20|.
[Labole || 3 ][ 153 | 161 | 4 Jo2[r2][7.7]20]>6]][ 52 ][ 52 ][ 4 Jo-1[r.9][3.8][20]>¢]
[Labo44 || 3 ][ 153 ][ 18.0 | 9 Jo3[r.7]rof 204 52 [ 5.6 ] 9 Jo.1[1.8]11.3][20]>6]
[ Total || L - 169 [ a8 frofsoll - [-[-J0C - 1 54 128 Jo2f3.7[ - J[-|[-]

E

17.0 | 173 [ 5 Jo2|[1.2][3.5] 20 |>]

383 (Bias)% = { [ | B& i
4EERT= (TE, Total Error)% = g2 (Bias)% + 2 x BEHEEAE (CV)
o (Sigma) = (TEa% - sR%= (Bias)%) / RETEEE(AEL (CV)

[TOP]

RETHETR

FEHHAR © & [2019 v][02 v|[01 V| & [2019 V][05 v|[31 V]| Change |

| I | Control N (Lot No.: AH1220N) i Control D (Lot No.: AH1220D) |
Reagent ] I ]
. ¢ Kit Target | Mean | n for SD CV/| TE |TEa Target || Mean ||n for SD CV|| TE ||TEaq]
UnitID = (U/gHb)([(U/gHb)[Meanl[> (%)l (%) [ (%)|| © |||[(U/gHb)|[(U/gHb) [Mean|[>|[%)|[(%)|[(%)|| ©
(Code) £
Lab004 [ 3 17.1 [ 173 | 5 Jp2[1.2][3.5] 20 >6: 56 | 56 ][5 Jo2)[3.6][7-1][20][5.6
Lab013 ][ 3 158 | 159 | 28 Jo2[13][3.1]20]>6]l][ 52 ][ 52 ][ 28 Jo.1][1.9][3.8][20]>6]
BT B I B Y 50 B ] B B 0 T B
[Labo44 |3 ][ 153 [ 18.0 ] 20 Jpo3[r.7]r.of 20 |r4][ 52 ][ 5.7 ][ 20 Jo-1][18]3.1][20][5.§
[Toal |- - ] tes |57 ool - - JJIL_- 54 J 57 Joassel - -]

SRz (Bias)% = { [ | BEHPH9ME (Mean) - HAE{E (Target) | 1/ BFZE (Target) } x 100%
&HER7= (TE, Total Error)% = 387 (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - sR%= (Bias)%) / RETEEEAEL (CV)
[TOP]

| Reagent Kit IReagent Code|

|Innovation ||3 |




ZrRBRE A GOoPD Bl NWEmEREHER (HBFR2)

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

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

Control N H#ta81 Bat4iat
Z iR
| || || Control N (Lot No.: AH1220N) |
| I I Month (2019/05) [ CUM (2019/02/01~2019/05/31) |
i " Reagent Kit| Target || Mean ||n for CV|| TE ||[TEa Target || Mean ||n for CV|| TE ||TEa
UnitlD =11 codey * [|(U/gHb)|((U/gHb) MeanE ©)[[©)[[@)|| © | [(Urghb)|[(U/gHb)|Mean| Pl 2%)]| %) [
[Laboo4 |[ 3 [ 171 J[ 173 ][5 Jo2[12][3.5][20]>6][][ 17.1 ][ 17.3 [ 5 Jo2|[1.2][3.5][20][>¢]
[Labo13 [ 3 ][ 158 [ 15.9 ][ 10 Jjo.3][1.9][4.4][20]>6[][ 15.8 ][ 15.9 ][ 28 Jo.2|[1.3][3.1][20][>6]
Lab016 3 153 [ 161 ][ 4 Jo2[r2)[7.7])[20]>6][ 153 [ 161 [ 4 Jo2|[1.2][7.7][20][>¢]
Lab044 3 153 J[ 18.0 [ 9 Jo3|[r.7]ro][20 4] 153 ][ 18.0 ][ 20 Jo.3|[1.7 210 20][1.4
[ Tomt - I - 169 |28 Jofsol[- J[- J[-JC - [ 168 |57 Jroffe.oll - |- 1[-]

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

Rt - REHAR (CUM) : B (2019 v][02 v][01 v] % [2019 v][05 V][31 V]| Change |

[TOP]
Control D A&t Bat4st
Z bk

| I I Control D (Lot No.: AH1220D) |
| I I Month (2019/05) I CUM (2019/02/01~2019/05/31) |

) + 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 | 56 |[ 5 Jo2l3.6][7.0][20]5.6[][ 5.6 | 5.6 ][ 5 Jo.2[3.6][7.1][20]5.6]
[Labo13 ][ 3 | 52 | 52 |10 [o.1][1.9][3.8][ 20 ]>6]][ 52 ][ 52 || 28 Jo.1][1.9][3.8][ 20][>6]
Lab016 3 5.2 5.2 1.9([3.8][ 20 [[>6|| 5.2 5.2 0.1//1.9]/ 3.8 20
Lab044 3 5.2 56 || 9 1.8 113 20 >6 5.2 5.7 || 20 [o.1{[1.8//13.1|| 20
[ Toml || - || - ][ 54 |[28 |I|37|| -JL - I 54 [ 57 Jo3|[s.6f - | - IE

2 (Bias)% = { [ | &+ FE (Mean) - HIE{E (Target) | ]/ Etﬁ;ﬁ (Target) } x 100%
HEERZ= (TE, Total Error)% = 327 (Bias)% + 2 x BT8R (AE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / BT EEEAE (CV)

A&t - BEHHAR (CUM) @ 5 [2019 v][02 v|[01 V] % [2019 v][05 V][31 ]| Change |

[TOP]

| Reagent Kit |[Reagent Code|

|Innovation ”3 |
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