G6PD & RIRBRI S GG R SDI 53 Ml

#EE LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change

BIENE
. BRI :Lab043 |
‘ ] Control N ] Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CUM Month CUM
AR (2017/08) | (2016/02/01~2017/08/31) (2017/08) |  (2016/02/01~2017/08/31)
| FEHREE (N) | 2 | 2 | 2 \ 2
| EEPE (Mean)UigHb | 107 | 10.7 |42 | 4.2
| ZiHEERE (SD) I - - -
| mtmmEmOV% | - - - -
| EfEE (Target) UgHb [ 115 | 11.5 | 45 | 4.5
\ 4azzE (TE) % - - . -
| mEEsE (TEa)% | 20| 20 20 | 20
| o . : . :
7% (Bias)% = { [ | Z&-49(H (Mean) - FIfE{H (Target)| ]/ HHE{H (Target) } x 100%
ga=nse (TE, Total Error)% = 5575 (Bias)% + 2 x B 5185 H (48 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / BEt8 544 (CV)
H&izt © 2017 08 Change ; ZEHHAR] (CUM): B 2016 02 01 £ 2017 08 31 Change
[TOP]
Control N SDI 75 fifE |
Lot No.: AEO9OON ; f&EsHAR © 2016-02-01 & 2017-08-31 ; B fZ{H (Target) : 11.5 ; £x3f@s#e3% (SD) : 0.6 BAfi7 : Lab043
Lab043
+3 5.0,
+2 5.0,
+1 5.0,
Target
-1 5.0, e
-2 5.0, b
-3 5.D.
Date 08-03 08-10
H4tst © 2017 08 Change ; EEtHARM (CUM): [ 2016 02 01 % 2017 08 31 Change
[TOP]
‘ Control D SDI 43 fi[E
Lot No.: AE0909D ; fE#HART : 2016-02-01 & 2017-08-31 ; E#Z{H (Target) : 4.5 ; ¥ f@%E3% (SD) : 0.3 B 1 : Lab043
Lab043
+3 5.0,
+2 5.0,
+1 5.0,
Target
-1 5.0, | O
-2 5.0, o
=3 5.D.
Date 08-03 08-10
H#tst© 2017 08 Change ; EEHHARM (CUM): H 2016 02 01 % 2017 08 31 Change

[TOP]



Control N 7 Control D SDI
paiii=|

Lot No.: AEO909N ; ffBiHAR] : 2016-02-01 & 2017-08-31 ; HAZ(H (Target) : 11.5 ; &F{ZAE= (SD): 0.6 (o)

Lot No.: AE0909D ; B4R : 2016-02-01 % 2017-08-31 ; El{5{& (Target) : 4.5 ; %= (SD): 0.3 () {7 : Lab043

Lab043
+3 5.0,

+2 5.0,
+1 5.0,

Target

*0

-1 5.0,

=2 5.0,

-3 5.0,

Date 08-03 08-10

Bé4ist © 2017 08 Change ; EEMHART (CUM): B 2016 02 01 % 2017 08 31 Change
[TOP]




Month : [2017 v||08 V|

Select LotNo : |AE0909N (2016-01-01 ~ 2100-12-31) WV

Peer Group Statistics (Table 1)

Change

Select Reagent Kit : [2-AMP V| Change |

Change

Monthly

Print Table 1

Control N (Lot No.: AE0909N)

||:|| Control D (Lot No.: AE0909D)

. Reagent Target || Mean |[n for CV| TE|TEa Target | Mean ||n for CV| TE|[TEa
UnitID -t Kit SD [\ 0 0 SD 0 () ()
Codo) 1 (U/gHDb)||(U/gHb)|[Mean~ " |[(%)||(%6)||(%)[|°|| [|(U/gHb)||(U/gHb)|[Meanl| > [|(%)||(%)|| (%)
0ode
[Lab043 J| 2 || 115 || 107 || 2 ]| - ||20|H[|| 45 || 42 | 2 |- || ||20||]
[ Total | - | - [ 107 [ 2]- - OC - a2 T2 |- -4
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) +2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
Cumulative
Cumulative : from [2016 v][02 v|[07 v|t0[2017 v][08 V][31 V|| Change |
| | Control N (Lot No.: AE0909N) (il Control D (Lot No.: AE0909D)
Reagent
) : Target || Mean |[n for CV| TE |[TEa Target || Mean |[n for CV| TE |TEa
UnitD £ | K ) Uretb) Mean| S| ) 9%) | (o UlgHb)|(U/gHb)[Mean|> 2| (%) || 6) |
(Code).t( gHb)|(U/gHb)Mean| = ||(%0)| (Y0)||(“o) (U/gHb)|(U/gHb)|[Mean||™ || (%) ||(%) || (%)
[Lab018 [ 2 | 105 | 104 | 16 Jo.6][5.8][12.5[ 20 |3.3|[][ 4.1 | 4.0 ][ 16 Jo.3[7.5]17.4][20]
[Labo32 | 2 | 115 ][ 124 | 6 ||06||48||175|| 203 45 | 48 ] 6 Jo3][6.3]19.220]
[Labod3 | 2 | 115 || 107 || 2 |- ||20|B[|| 45 ][ 42 J[ 2 J[- - ][ ][20]
| Total || - || - [ 109 |24 ||1-0||9-2|| J-E - I 42 24 oo - - ]
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) +2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
| Reagent Kit ||Reagent Code|
IAMP 2 |




Peer Group Statistics (Table 2)

Select LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) v| Change |

Select Reagent Kit : |2- AMP V| Change

Control N Month vs.
Cumulative

Print Table 2

Control N (Lot No.: AE0909N)

| I I Month (2017/08) CUM (2016/02/01~2017/08/31)

. A Reagent Kit|| Target || Mean ||n for CV||TE Target | Mean ||n for Ccv TEa
UnitlD =11 codey £ |[(U/gHb)| (U/gHb)([Mean SDl o)) (U/gHb) |(U/gHb)|[Mean||> " ||(%) @) ©
Lab018 2 10.5 - 0 - - 105 | 104 | 16 5.8 20 [3.3
Lab032 2 11.5 - 0 - [ - s 124 ] e .48 20 2.5
(Lo |2 1ts 107 ]2 |- |20|B[|| s o7 2 -] |zo||
| Total || - || - [ 107 [ 2][- - | 109 ][ 24 |-|9-2||

Bias (%) = [ (| Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

Month : Cumulative : from [2016 | [02 v|[01 ] to [2017 v][08 V| [31 V][ Change |

[TOP]
Control D Month vs.
Cumulative
| I [ Control D (Lot No.: AE0909D) |
| I [ Month (2017/08) CUM (2016/02/01~2017/08/31) |
g Reagent Kit| Target | Mean ||n for D CV|TE Target || Mean ||n for D CVv TEa
UnitD =1 o4y £ [(U/gHDb)|(U/gHb)|Mean|> ™ [(%)|%)[| (%) °] [[(U/gHb)||(U/gHb)|[Mean| > || (%) )| ©
[Laboi8 || 2 [ 41 [ - o [-][- ] -][20][-J][ 4.1 4.0 ][ 16 Jo.3][7.5]174[20]2.3
Lab032 2 45 - 0 - - HIEE 48 ][ 6 Jo.3[63 20 |p-1
Lab043 2 45 42 | 2 - - HIIES 42 2 -1 -1 - 2o]-]
[ Towl [ - [ - T 42 2 [-[-T-I[-J-IC_- 4.2 ][ 24 Jogiiof - J[- -]

Bias (%) = [ (| Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

Month : Cumulative : from [2016 v|[02 v][07 V] to[2017 v|[08 |[31 V][ Change |

| Reagent Kit

||Reagent Code|

|IAMP

2

[TOP]
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