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5E1E LotNo : AE0909N (2016-01-01 ~ 2100-12-31)  Change

FllENFZ
. RBRFL: Lab029 |
| | Control N | Control D
| QC Control Lot No. | AE0909N \ AE0909D
BRI Month CUM Month CUM
PRI (2017/12) | (2017/06/13~2017/12/31) | (2017/12) | (2017/06/13~2017/12/31)
y ZEHEEH (N) R 26 I 26
| ZEPH9(H Mean)UigHb | 14.6 | 14.4 | 57 | 5.7
] Z Mz (SD) |01 | 0.2 | 02 | 0.1
| EEEEGE(CV)% |07 | 1.4 | 35 | 1.8
| HfEE (Target) UigHb | 144 | 14.4 [ 58 | 58
| 4R (TE) % | 28 | 28 | 87 | 5.2
| a4 (TEa)% | 20 | 20 | 20 | 20
] o I >6 | 52 | >6
72 (Bias)% = { [ | Z&t-F44{E (Mean) - H%(H (Target)| ]/ H%Z{E (Target) } x 100%
4EzRs= (TE, Total Error)% = 227 (Bias)% + 2 x Bt E {48 (CV)
o (Sigma) = (TEa% - 7%= (Bias)%) / Rats R4aE (CV)
B#ist© 2017 12 Cchange ; EEiHARM (CUM): H 2017 06 13 % 2017 12 31 Change
[TOP]
Control N SDI 53ffil# |
Lot No.: AEOSO9N ; f&EsHART © 2017-06-13 & 2017-12-31 ; HAZ(H (Target) : 14.4 ; &-2fE#E7% (SD) : 0.4 Bz : Lab029
Lab029
+3 5.0,
+2 5.0,
+1 5.0, .
P L . P L ] L
Target Lo—2 o < *—% e * * * * * *
-1 5.0, * T S $
-2 5.D.
=3 5.D.
Date 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-09 08-15 08-22 08-29 09-05 09-12 10-03 10-11 10-17 10-24 10-31 11-14 11-21 11-26 12-05 12-12 12-19 12-26
B4iEt ¢ 2017 12 change ; ZEHHARI (CUM): B 2017 06 13 £ 2017 12 31 Change
[TOP]
Control D SDI 7 {fi[E]
Lot No.: AE0909D ; #aBftARd : 2017-06-13 & 2017-12-31 ; HZ{H (Target) : 5.8 ; &&= (SD) : 0.2 Hifir : Lab029
Lab029
+3 5,0,
+2 5.0,
+1 5.0,
o (=] o
Target = =
=] (=] o o o o o o
-1 5.D. =3 a8 =) =) a8 B A= a8 A= =)
o =] o
-2 5.D.
-3 5.D.
Date 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-09 08-15 08-22 08-29 09-05 09-12 10-03 10-11 10-17 10-24 10-31 11-14 11-21 11-26 12-05 12-12 12-19 12-26
B#tst © 2017 12 change ; EEHHAR (CUM): B 2017 06 13 & 2017 12 31 Change

[TOP]



Control N 5z Control D SDI
paxiifli=|

Lot No.: AEO909N ; fli#itife © 2017-06-13 £ 2017-12-31 ; HiZ(H (Target) : 14.4 ; &°5{Z4E= (SD): 0.4 (o)

Lot No.: AE0909D ; FER AR : 2017-06-13 % 2017-12-31 ; HA(H (Target) : 5.8 ; £#W67% (SD): 0.2 (o) B : Lab029

Lab029

+3 5.0,

+2 5.0,

+1 5.0, .

. . e O . * . e * DO @ . g b

arge 3 ] 3 - ry ) H 2

-1 5.0, °° =} ° = ; a8 8 : =} ° = 2 ° 8—=o =)

-2 5.0, °

-3 5.0,

Date 06-13 06-20 06-27 07-04 07-11 07-18 07-25 08-01 08-09 05-15 08-22 08-29 09-05 09-12 10-03 10-11 10-17 10-24 10-31 11-14 11-21 11-28 12-05 12-12 12-19 12-26
H&izt © 2017 12 Change ; ZEFHARY (CUM): 5 2017 06 13 % 2017 12 31 Change

[TOP]
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#5832 LotNo : |AEO909N (2016-01-01 ~ 2100-12-31) | Change |

#5&1% Reagent Kit : |4 - Lanner v| Change |

A&ETR

HEtAH ;

Control N (Lot No.: AE0909N)

Control D (Lot No.: AE0909D)

Reagent

UnitID |

Kit
(Code) *

Target
(U/gHb)

Mean

n for

Cv

Mean|

(U/gHb) (%)

TE
(7o)

TEa
(%)

Target
(U/gHb)

Mean

n for

CvV

Mean

(U/gHb) (%)

TE
(%)

TEa

H’

(%)

Lab029

4

14.4

146 [ 4 Jo.1]o.7

28

20 |6

5.8

5.7 0.2][3.5][8

7

20

52

H

| Total |

i3 ]+ Joaor) -

-0

Ls7 | 4 |.|35||

-]

iz (Bias)% = { [

BREFES{E (Mean) - HIEE (Target) | 1/ BAE{E (Target) } x 100%

&EaR7= (TE, Total Error)% = 7 (Bias)% + 2 x BB R(AE (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / RatERAE (CV)

RETHETR

FEHEAR © B [2016 v][02 v|[01 V] & [2017 v][12 V|[31 V]| Change |

| I I Control N (Lot No.: AE0909N) I]] Control D (Lot No.: AE0909D) |
Reagent T
. " Kit arget | Mean ||n for SD CV| TE|TEa Target || Mean |/n for SD CV||TE|TEa
(UnitID = 0 0 0 0 0 0
(Code) ¢ |[(U/gHb)|[(U/gHb)(Mean (%)||(%)[|(%) (U/gHDb)|[(U/gHb)|[Mean (%)|[/(%)|[(%0)
[Lab029 |[ 4 [ 144 | 146 | 12 Jo.1o.7]2.8][20]6l][ 5.8 | 5.7 [ 12 Jjo.1]1.8][5.2][20 |4
[ Toal || - | - J[ 46 J[12 Jo.qfor[- - J-JOC - [ 57 J[12 Joafus][ - ][ - ][-]

k7= (Bias)% = { [

Bt PIG(E (Mean) - EE(E (Target) | 1/ BAE(E (Target) } x 100%

#ERZE (TE, Total Error)% = Rz (Bias)% + 2 x RETERAR (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / RETBEAE (CV)
[TOP]

| Reagent Kit

|Lanner

|Reagent Code]
& |




2Rk r GOoPD ¥ Efule NWEmEREHER (HR2)

#EFE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

3 Reagent Kit © |4 - Lanner v| Change |
Control N H #t5t8 Hatérst
Z bR
| || || Control N (Lot No.: AE0909N) |
| I | Month (2017/12) [ CUM (2016/02/01~2017/12/31) |
. o |[Reagent Kit|l Target || Mean | n for SD CV|TE|TEa Target | Mean | n for SD CV|TE||TEq
UnitlD =1 codey * [[(UrgHb)|(U/gHb) [Mean|™[(%)] %) |(%)|| © | [[(U/gHb)|[(U/gHD)[Mean| > ||6) (%) (%) ®
[Lab029 |[ 4 ][ 144 ][ 146 [ 4 Jo.1][o.7]2.8][20]>6[][ 14.4 [ 14.6 | 12 Jo.1][0.7][2.8][ 20 |>6]
[ Towl || - [ - [ 146 [ 4 Jouos[ - - [-T0C_- [ 146 [ 12 Joajo7] - [ - I[-]

S22 (Bias)% = { [ | BEFEI9ME (Mean) - BAZ{E (Target) | 1/ B1E{E (Target) } x 100%
4aza=t (TE, Total Error)% = 3335 (Bias)% + 2 x BT B8 (CV)
o (Sigma) = (TEa% - &z= (Bias)%) / Rt EBEGR (CV)

B&rst ¢ [2017 v[12 V] ZEHEARG (CUM) : F [2016 v|[02 v|[01 V]| & [2017 v|[12 v][31 V]

Change

[TOP]
Control D H 4581 Rt 4raT
Z Ee#eR

| || H Control D (Lot No.: AE0909D) |
| I I Month (2017/12) Il CUM (2016/02/01~2017/12/31) |

4 |Reagent Kitl| Target | Mean |n for CV||TE|TEa Target | Mean || n for CV||TE|TEq
UnitlD =l ey £ ||(U/gHb)|(U/gHb) Mean(%) (%)|[(%) (U/gHb)||(U/gHb) Mean @)l ()| ©
(Lo |4 [ 58 | 57 ] 4 |palpsfsaj20]52)] 55 ][ 57 ] 12 ois]s2]20]4
[ Toal - ] - T 57 [ 4 Jo235][- J[- 0L - [ 57 J[ 12 Jo.1fu8)[ - ] - J[-]

22 (Bias)% = { [ | B5HP39{E (Mean) - BfE{E (Target) | 1/ EE{E (Target) } x 100%
4as8= (TE, Total Error)% = 5235 (Bias)% + 2 x B M E(AE (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / BEHEERAEL (CV)

Bé&ist © 2017 v|[12 v ZEHHART (CUM) & B (2016 v|[02 v|[01 v| F (2017 v|[12 v|[31 V|
[TOP]
| Reagent Kit ||Reagent Code|

|Lanner | |4 |
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