G6PD i & i N H B Sa 45 2R ke SDI sx-fii [l

#5452 LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change
FIEE%
 iRBRE(r:Lab003 |

| | Control N | Control D
] QC Control Lot No. ] AEO0909N ] AE0909D

BRI Month CuM Month CuM

e (2018/09) | (2018/08/22~2018/09/30) | (2018/09) | (2018/08/22~2018/09/30)
! R (N) 17 26 o7 26
| ZIPH(E Mean)UigHb | 144 | 14.4 59 | 5.9
! 2t (SD) | 05 | 0.6 02 | 0.3
| FEEREERCV% | 35 | 42 B 5.1
| HfE(E (Targety UigHb [ 144 | 14.4 | 58 | 5.8
] 4azze (TE) % | 69 | 8.3 . 85 | 11.9
| UEFEME(Ea)% | 20 | 20 20 | 20
] o | 57 | 4.8 | 54 | 3.6
72 (Bias)% = { [ | BT 45(E (Mean) - E{H (Target)| 1/ HAf{E (Target) } x 100%
gazRs= (TE, Total Error)% = #27= (Bias)% + 2 x R 8 E (48 (CV)
o (Sigma) = (TEa% - @i (Bias)%) / RatEE{HE (CV)

Hétst © 2018 09 change ; ZEEHHAR (CUM): H 2018 08 22 % 2018 09 30 Change
[TOP]

Control N SDI 7 fi[E]

Lot No.: AEO909N ; f&EGHART : 2018-08-22 % 2018-09-30 ; HIE(H (Target) : 14.4 ; S fE#E3 (SD) : 0.4

B fir : Lab003
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H&gst © 2018 09  Change ; ZE{HARH (CUM): [ 2018 08 22 % 2018 09 30 Change
[TOP]
| Control D SDI 43l |
Lot No.: AE0909D ; :5#HART : 2018-08-22 Z 2018-09-30 ; HZ{H (Target) : 5.8 ; £&Z:#3= (SD) : 0.2 iz : Lab003
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Hé%st © 2018 09 Change

ZEHHARM (CUM) © B 2018 08 22 % 2018 09 30 Change

[TOP]



Control N &7 Control D SDI

kit

Lot No.: AEO9OON ; f#ERHART © 2018-08-22 % 2018-09-30 ; HFH(H (Target) : 14.4 ; &#fmk3= (SD): 0.4 ()
Lot No.: AE0909D ; 1#E#HART : 2018-08-22 & 2018-09-30 ; H%{# (Target) : 5.8 ; S35 (SD): 0.2 (o)
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2018 09 Change

ZEHHART (CUM) © §H 2018 08 22 & 2018 09 30 Change

[TOP]




ZiRERE A GoPD E il NEmESETER (BR—)

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

#E4Z Reagent Kit : [6 - Instruchemie V| Change |

H#stk
FEt A -
| | | 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 £ B b /gty Mean| Ol o6)] (4 UlgHb)|(U/gHb)Mean|>2|%)| %) %) | °
(Code)!( gHb)||(U/gHb)([Mean([™"||(%)| (%0 (7o) (U/gHDb)|(U/gHb)([Mean|™ (%) (%)) (7o)
Laboo3 || 6 144 | 144 | 17 Jos|[3.5]6.9] 20 5.7l 5.8 | 5.9 ][ 17 Jo.2|[3.4][8.5] 20 5.4
[ Towl [ - [ - 144 [ 17 Jos35][- [ - [-J0C_- [ 59 ][ 17 Jo2f34][- [ - [-]

32 (Bias)% = { [ | BEFFH9{E (Mean) - E{EE (Target) | ]/ FAE{E (Target) } x 100%
&R (TE, Total Error)% = R7Z (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - $7% (Bias)%) / BetEEHE (CV)

[TOP]
RETHETR
FEHHEART © & [2016 v][02 v|[01 V| Z [2018 V][09 v][30 V|| Change |
| I | Control N (Lot No.: AE0909N) i Control D (Lot No.: AE0909D) |
. t Relegte n Target | Mean | n for SD CV|| TE | TEa| Target || Mean ||n for SD CV|| TE |[TEa|
UnitlD = Code 1 (VD) Mean|™ %) 4) | a)| || (U/eHb)(Ugtb) Mean| %) (%) | %)
[Laboo3 [ 6 | 144 |[ 144 J193].3|[9.0]18.1]20]R2J[][ 5.8 ][ 5.8 193 ]po.5|[8.6]17.2][20]2.3]
[ Toal | - | - ][ 144 Joo3fusfo.of - [ - [-JIL - [ 58 J[193]os|8.6][ - J[ - J[-]

832 (Bias)% = { [ | BFFFE9{E (Mean) - EfE(E (Target) | 1/ EAE{E (Target) } x 100%
483772 (TE, Total Error)% = 3232 (Bias)% + 2 x REHER(AE (CV)
o (Sigma) = (TEa% - #i7E (Bias)%) / RaHEEEHE (CV)
[TOP]

| Reagent Kit |IReagent Code|

[Instruchemie 6 |




ZiRERE A GOPD E il NEmESETER (BRT)

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

#E4Z Reagent Kit : [6 - Instruchemie V| Change |

Control N B &zt REt4raT
v e
| || | Control N (Lot No.: AE0909N) |
Month (2018/09) I CUM (2016/02/01~2018/09/30)

UnitD & Kit Target || Mean | n for CV||TE |[TEaj s Target | Mean ||n for CV TE |[TEa s

Reagent
(%0)(| (%) || (7o)

(U/gHDb)||(U/gHb)||Mean

(Code) ! (U/gHb)j||(U/gHb)||Mean| @)@o)l(%)

Lab003 [ 6 | 144 [ 144 ] 17 Jo.5|[3.5][6.9][20 ][5 7)[|[ 144 ][ 14.4 | 193 ][1.3][9.0][18.1][20]72.2]

Towl | - [ - [[ 144 J[ 17 Jos|35)[- - [-J0C - [ 144 193 J39.0][ - [ - -]

R (Bias)% = { [ | BEHPHE (Mean) - H1E{E (Target) | ]/ BAE{E (Target) } x 100%
&R (TE, Total Error)% = 387 (Bias)% + 2 x RETEBEAE (CV)
o (Sigma) = (TEa% - $7= (Bias)%) / BetEEHH (CV)

B&st 1 (2018 v||09 v SR (CUM) @ 52016 v|[02 v|[01 v|Z [2018 v|[09 v|[30 V|
[TOP]
Control D B &tatEE Hatiitat
v e
| I I Control D (Lot No.: AE0909D) |
| | | Month (2018/09) ll CUM (2016/02/01~2018/09/30) |
Reagent
. " Kit Target || Mean |/n for CV||TE |[TEaj Target | Mean |[n for CV|| TE ||TEqj
UnitID = 1 SD 0 0 0 Y SD 0 0 o o
(Code) * (U/gHb)||(U/gHb) [Mean||~~|(%)|[(%)||(%) (U/gHb)|(|(U/gHb)|[Mean||” ~|[(%)||(%) || (%)
ode) -
Lab003 | 6 58 ][ 5.9 [ 17 Jo-2|[3.4][8.5][20]54)][ 5.8 | 5.8 ][ 193 ]o.5][8.6][17.2][20]2.3]
Total - - 59 |17 Jo2i34] - || - -l - 58 | 193 Jo.5)8.6] - || - [ -]
72 (Bias)% = { [ | B&HPH{E (Mean) - EE{E (Target) | ]/ B (Target) } x 100%
#8=57= (TE, Total Error)% = §R7= (Bias)% + 2 x R E/RE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RETERAEL (CV)
HE&ist © |2018 wv||09 v HEHHAR] (CUM) : B (2016 v||02 v|[01 V| FE 2018 V|09 v|[30 V|
[TOP]
| Reagent Kit ||Reagent C0de|

[[nstruchemie 6 |
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