G6PD & &5 aE s T45 R K SDI 734

#5EJ% LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
FIENE
. iRRT(r:Lab007 |
| \ Control N | Control D
| QC Control Lot No. \ AE0909N | AE0909D
BRI Month CuMm Month CUM
e (2016/11) | (2016/09/08~2016/11/30) | (2016/11) | (2016/09/08~2016/11/30)
| B (N) 13 26 13 26
| Z:TH( (Mean)UigHb | 142 | 14.2 | 55 | 5.6
| Z - EdE7E (SD) 03 | 0.3 |01 | 0.1
| ERFEEER(CV)% 21 2.1 |18 1.8
| EfEE (Target) UigHb | 144 | 14.4 | 56 | 5.6
| 4z (TE) % . 56 | 5.6 | 54 | 3.6
| AEFERE (TEa)% [ 20 | 20 | 20 | 20
| o - >6 | >6 ECE >6
872 (Bias)% = { [ | REFH5(H (Mean) - BT (Target)| ]/ HFE{H (Target) } x 100%
4E=R5%= (TE, Total Error)% = 327 (Bias)% + 2 x HEt8 R 4% (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / Rt ZE({AE (CV)
H#tst ¢ 2016 11 Change ; EETHARG (CUM): H 2016 09 08 % 2016 11 30 Change
[TOP]
Control N SDI 43{fi[E]
Lot No.: AEO909N ; #&:EafiR] : 2016-09-08 Z 2016-11-30 ; H{E{H (Target) : 14.4 ; £&{E4E= (SD) : 0.50 FAL : Lab007
Lab007
+3 5.0,
+2 5.0,
+1 5.0, . . . .
Target L L L] . . - -
L L . L . . * .
-1 5.D. . - . * I . -
=2 5.D.
-3 5.D.
Date 09-08 09-08 09-09 09-09 09-12 09-14 09-16 09-19 09-21 09-23 09-26 09-28 09-30 11-02 11-04 11-07 11-09 11-11 11-14 11-16 11-18 11-21 11-23 11-25 11-28 11-30
H#tst© 2016 11 Change ; ZEHHARG (CUM): H 2016 09 08 & 2016 11 30 Change
[ToP]
~ Control D SDI 5{ilEl |
Lot No.: AE0909D ; AR : 2016-09-08 % 2016-11-30 ; HiZ{H (Target) : 5.6 ; 2% fE#2= (SD) : 0.30 Hifir : Lab007
Lab007
+3 5,0,
+2 5.0,
+1 5,0,
=] o o o
Target 5 = 5 5 i 5 i i i = = ] s £ 2 i 5
-1 5.0 o =] o =] o
=2 5.D.
-3 5.D.
Date 09-08 09-08 09-09 09-09 09-12 09-14 09-16 09-19 09-21 09-23 09-26 09-28 09-30 11-02 11-04 11-07 11-09 11-11 11-14 11-16 11-18 11-21 11-23 11-25 11-25 11-30

B4zt © 2016 11 Change ; ZEEHHIR (CUM): B 2016 09 08 & 2016 11 30 Change

[TOP]



Control N 5z Control D SDI
paxiifli=|

Lot No.: AEO9OIN ; #E&HAR] : 2016-09-08 £ 2016-11-30 ; HiZ(H (Target) : 14.4 ; {5 (SD): 0.50 (o)

Lot No.: AE0909D ; BRI © 2016-09-08 Z 2016-11-30 ; EfZ(E (Target) : 5.6 ; £#fm:#3= (SD): 0.30 (o) Bifir : Lab007
Lab0o7
+3 5.0,
+2 5.0,
1 5.0, o o - L] o z
Target | & @ =) 5—@ 2 = g - 86— g
5] ] o [=] . v H = H = o
o L} * =] o
-1 5.D. . . . ® . . *
=2 5.D.
=3 5.0,
Date 09-08 09-08 09-09 09-09 09-12 09-14 09-16 09-19 09-21 09-23 09-26 09-28 09-30 11-02 11-04 11-07 11-09 11-11 11-14 11-16 11-18 11-21 11-23 11-25 11-28 11-30
H4%st © 2016 11 Change ; ZEHHARI (CUM): [ 2016 09 08 % 2016 11 30 Change

[TOP]




LB E A G6PD E Bl N mEMRTEER (BFR—)
&1 LotNo : |[AE0909N (2016-01-01 ~ 2100-12-31) | Change |

R Reagent Kit

B&EtR

et it

| | I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
Reagent ] B ] ]
. " Kit Target | Mean ||n for CV|| TE ||[TEq] Target | Mean | n for CV/| TE |TEa
UnitlD = SD 0 0 0 Y SD 0 o 0 o
(Code) £ (U/gHb)|(U/gHb)([Mean||>~|[(%)| (%) || (%) (U/gHb)(|(U/gHb)[Mean|[> " [[(%)(| (%) || (%)
ode) -
[Laboo7 [ 1 ][ 144 | 142 |13 Jo3|2.1][5.6][20]>6][][ 5.6 ][ 5.5 | 13 Jo.1[1.8][5.4] 20|
Lab009 1 144 | 160 | 4 Jo3|r9]14.9[20]a7][ 5.8 ][ 64 ] 4 Jo.1[1.6][13.5]20]p6
Lab011 1 144 | 144 |1 -] -0 20 - L 58 5.8 -l 20 (-
[ Torl J[ - [ - [ 146 J[18 Josfss|[ - [ - -0 - | 57 [ 18 Jodfzol[ - T - -]
B2 (Bias)% = { [ | BEHFI9ME (Mean) - EIE{E (Target) | ]/ EAE{E (Target) } x 100%
#ERZE (TE, Total Error)% = &2 (Bias)% + 2 x BRETEARAEL (CV)
o (Sigma) = (TEa% - 327 (Bias)%) / RETEBEAKE (CV)
[TOP]

RETRETR

FEHEART © B [2016 v][02 v|[01 V]| Z [2016 V] [11 v][30 V][ Change |

| I | Control N (Lot No.: AE0909N) ll Control D (Lot No.: AE0909D) |
, : Target || Mean |[n for CV | TE |TE4
UnitID £ c Ijlt) + |lU/gHbY|(U/gHD) Mean )| (%) |(%) Hﬂ(U/gHb) (U/gHb) Mean %) (%) (%)E|
odaec) —
[Laboos J[ 1 144 J 130 J[ 1 J[-J0- - Jf2off-JIC 5.8 J[ 55 [t J[-][- T - J[20]-]
[Laboo7 1 ][ 144 | 132 |[124]po.8][6.1]20.5[ 20 |[L9]][ 5.6 ][ 5.1 ][ 124 Jo.4|[ 7.8 [24.6] 20[1.4]
[Lab009 |[ 1 ][ 144 | 152 | 26 Jrof[6.6]18.7[20 |22][J[ 5.8 [ 6.2 ][ 26 ]o.5][8.1]23.0][20][1.6]
[Laboti ][ 1 [ 144 ][ 144 [t J[-)[-][- Jl20][- [ 58 [ 5.8 J[ t J[-][ -] -[20]-]
[ Towl [ - ][ - J[ 136 [us2uafsaff - - [-J0C - [ 53 J{ts2jo.sfurs] - - -]

MRz= (Bias)% = { [ | BEFPIS{H (Mean) - HFE{E (Target) | 1/ HFE{H (Target) } x 100%
4EaR7= (TE, Total Error)% = R7= (Bias)% + 2 x BT R(ARE (CV)
o (Sigma) = (TEa% - gR7= (Bias)%) / ReTEEIAE (CV)

Reagent
Target | Mean ||n for CV/| TE |TEa

[TOP]

| Reagent Kit |Reagent Code|
|Trinity ||1 |




LR B GoPD EEMmE NE MM EHET&EE (R 2)
3842 LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) V| Change |

3EFE Reagent Kit : |1 - Trinity Vv

s
Control N A &tat B RET4ETZ
ik
’ ” || Control N (Lot No.: AE0909N) |
| | | Month (2016/11) Il CUM (2016/02/01~2016/11/30) |
. [Reagent Kit|l Target || Mean | n for SD CV|| TE ||TEa Target || Mean |[n for D CV|| TE |[TEa
UnitlD = code) £ [[(U/gHD)|(U/gHb)[Mean| > [l2%)|[ %) |[0)]|| © || [(UrgHb)|[(U/gHb){[Mean(|>[2)]| ) |[26)]| ©
[Laboos [ 1 [ 144 [ - T o [-][- (- Jf20][- ] 144 [ 131 ][+ J[-][- ][ - J[20][-]
[Laboo7 [ 1 ][ 144 ][ 142 [ 13 Jo.3|[2.1][5.6][20][>6][] 14.4 ][ 13.2 ][ 124 ][0.8][6.1][20.5][ 20 ][1.9]
Lab009 1 144 ][ 16.0 | 4 Jo3|[1.9][14.9][20]fa.7][] 144 ][ 152 ][ 26 |[1.0][6.6][18.7][20]222]
Lab011 1 144 144 0 -0 00 2o = 14 0 raa 0 J- -0 =0 -]
[ Total [ - [ - 146 J 18 Joss5][ - [ - J[-J0L - [ 136 Jus2rafsuf - [ - ][-]

B2 (Bias)% = { [ | B3H4(E (Mean) - BHE{E (Target) | 1/ BAE{H (Target) } x 100%
4ER= (TE, Total Error)% = #8232 (Bias)% + 2 x BT E(4E (CV)
o (Sigma) = (TEa% - 87 (Bias)%) / REHERAE (CV)

Bt FEHHAR (CUM) : & [2016 v][02 v][01 V] Z [2016 V][11 V][30 V][ Change |

[TOP]

B e

Control D F4es B RE Geal 2

| |

Control D (Lot No.: AE0909D)

|
| [ [ Month (2016/11) Il CUM (2016/02/01~2016/11/30) |
. + Reagent Kit|| Target || Mean ||n for SD CV|| TE |TEa Target | Mean ||n for SD CV || TE |[TEa
UnitlD = | ey + - Urghib)[(urghb)[Mean||> ) %) %) @) © [|l(U7erb) |/ Mean| Pl %) | %) | )
[Lavoos [ 1 [ 58 [ - Jo J[-J-J[- 2o -JC 58 J 55 J[ 1 J[-J[- [ - J[20](-]
[Laboo7 [ 1 [ 56 ][ 55 ][ 13 Joafi8|[s4]20]>6l][ 56 | 5.1 ][124]0.4][7.8]24.6][20][1.4]
Lab009 1 5.8 6.4 ][ 4 Jo.1]1.6][13.5] 20 [>e][][ 5.8 62 | 26 8.1 [23.0][ 20
Lab011 1 58 |58 o -0 T2of-000 58 1 58 I v J[-1 -1 -120]-]
[ Toal | - [ - |57 J[i8fodfzo[ - [ - [-J0L - T 53 J1s2]p.git3] - J[-][-]

3= (Bias)% = { [ | &t F49ME (Mean) - (A (Target) | 1/ EAZE (Target) } x 100%
4E=no2 (TE, Total Error)% = §R7= (Bias)% + 2 x BETEEEAE (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / BT EBEAE (CV)

B&st FEHR (CUM) = 5 [2016 V] [02 v][01 V] % [2016 v|[11 V][30 V][ Change |

Reagent Kit

||Reagent Code|

|Trinity

I

[TOP]
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