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#5845 LotNo : AH1220N (2019-01-28 ~ 2100-12-31) ~ Change

FEEZ
A A B2 .
| t#BREfI : Lab003
‘ | Control N Control D
| QC Control Lot No. | AHI1220N AH1220D
BRI Month CUM Month CUM
IR (2020/08) (2020/07/22~2020/08/31) (2020/08) (2020/07/22~2020/08/31)
ZHEEE (N) 18 26 18 26
ZETFHEE (Mean) U/gHb 14.0 14.1 4.7 4.8
| EEFE#EE (SD) | o5 | 0.5 0.2 0.2
B ELE (CV) % 3.6 35 43 42
Ef51{& (Target) U/gHb 153 15.3 52 5.2
gaza5e (TE) % 15.6 14.9 18.1 16.0
[ uEESETE)% [ 20 | 20 20 20
\ o | 32 | 35 | 24 2.9
7= (Bias)% = { [ | BEEEME (Mean) - HEE(E (Target) |1/ EFE{E (Target) } x 100%
4HER7 (TE, Total Error)% = 572 (Bias)% + 2 x BEF[ S F(A8 (CV)
o (Sigma) = (TEa% - 527 (Bias)%) / BT FAHE (CV)
A%t : 2020 ~ 08~ Change ; ZEHARI (CUM): & 2020 + 07 ~ 22 ~ & 2020 ~ 08 + 31 - Change
[TOP]
Control N & Control D SDI
AN
paxiii=!
Lot No.: AH1220N ; fE&HAR : 2020-07-22 % 2020-08-31 ; HZ{H (Target) : 15.3 ; 2 FLHEZE (SD): 0.8 (o)
Lot No.: AH1220D ; #BRHARS :© 2020-07-22 75 2020-08-31 ; EFE(E (Target) : 5.2 ; 243 (SD) : 04 (D) Hifir : Lab003
Lab003
+3 5.0,
+2 5.0,
+1 5.0,
Target =
* . E ° g =] g o "o
-1 5.0, — =] v L B L
H hd . ) E o . o E * o E o o o o
=2 5.0, » * r . * r L 4
=3 5.0,
Date 0F=22 07=23 07=24 07=25 07=28 07=29 07=30 07=31 08-01 08-03 08-04 08-05 0§-06 08-07 08-11 08-12 08-13 08-14 08-15 08-19 08-20 08-22 08-24 08-26 06-28 08-31
A4El: 2020 © 08« Change ; EEFHART(CUM): [H 2020 ~ 07 + 22+ % 2020 ~ 08 + 31 v Change
[TOP]
Control N SDI 43 [E]
Lot No.: AHI1220N ; #BRHARS © 2020-07-22 75 2020-08-31 ; EFE{E (Target) : 15.3 ; 23432 (SD) : 0.8 B : Lab003
Lab003
+3 5.0,
+2 5.0,
+1 5.0,
Target
¢ ., . - " * .
-1 5,0, T Y . . . - . .
- L ] - -
2 5.0, . . .« * e P ra—
=3 5.0,
Date 0F=22 07=23 07=-24 07=-25 07=-28 07=-29 07=-30 07=-31 08-01 08-03 08-04 08-05 0§-06 08-07 08-11 08-12 08-13 08-14 08-15 08-19 08-20 08-22 08§-24 08-26 06-28 08-31

H%tst© 2020 ~ 08 ©+ Change ; ZEEHHARI(CUM): H 2020 ~ 07 ~ 22 ~ & 2020 © 08 v 31 ~ Change

[TOP]



. Control D SDI 43-{fil&

Lot No.: AH1220D ; #BRHARS © 2020-07-22 Z5 2020-08-31 ; E (¥ (Target) : 5.2 ; S84 (SD) : 0.4 B : Lab003

Lab003
+3 5.0,

+2 5.0,

+1 5.0,

Target 8
-1 5.0, o o o a5 o o o O o

-2 5.0, n

=3 5.D.

Date 07-22 07-23 07-24 07-25 07-28 07-29 07-30 07-31 08-01 08-03 08-04 08-0F 08-06 08-07 08-11 08-12 08-13 08-14 08-15 08-19 08-20 08-22 08-24 08-26 08-28 08-31

B4t : 2020 + 08~ Change ; ZE[HARG (CUM): 5 2020 v 07 v 22 ~ % 2020 ~ 08 » 31 v Change

[TOP]




el B GOPD E Btk WHlmERETER (BR—)

EHE LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) | Change |

EFE Reagent Kit © | 1 - Trinity v| Change |

SIEN#RER—

[ Awt=
et Hy - | 2020 v || 08 Vv Change

| | | Control N (Lot No.. AH1220N) ] Control D (Lot No.. AH1220D) |

UnitIDlzl Reagent Kit Target | Mean ||n for ; CV| TE |TEa j_ Target | Mean | n for CV||TE TEa|E|
(Code)IZI (U/gHDb)|[(U/gHb)|Mean (%)|| (%) || (%0) (U/gHb)||(U/gHb)||Mean (%)|| (%) || (%0)

Lab003 1 153 || 140 | 18 0.5][3.6]15.6][ 20 [32|[] 5.2 47 | 18 4.3][18.1][ 20

Total - 14.0 | 18 Jo.5]3.6 - 47 ] 18 Jo2f43 -]

25 (Bias)% = { [ | REHPI5{E (Mean) - EE{H (Target) | 1/ EHE{H (Target) } x 100%
ga=R s (TE, Total Error)% = $275 (Bias)% + 2 x BT E(AE (CV)
o (Sigma) = (TEa% - gRz= (Bias)%) / BatER(AE (CV)

[TOP]

[ Etimre

EEHHARY ¢ B (2019 v| |02 v||01 v|Z|2020 v||08 v||31 v|| Change

| I | Control N (Lot No.: AH1220N) [l Control D (Lot No.: AH1220D) |

Reagent Kit|| Target || Mean ||n for CV|| TE (TEa Target || Mean | n for CV|| TE (|TEa
UnitrnLL] (Code)El (U/gHb)|[(U/gHb) Mean|;‘(%) (%) ||(%) HH(U/gHb) (U/gHb)|[Mean|>" [[(%)|| (%) [ (%)
[Laboo3 [ 1 | 153 | 145 ][296 J[o.6][4.1][13.5][20 |B.6][][ 5.2 ][ 4.9 ][296 J0.2][4.1][13.9] 20][3.5]
[ To [ - - [ 145 206 ]fossfe.t] - - -0 - 49 296 Jo4.1] - - 1[-]

Wiz (Bias)% = { [ | REHP39{E (Mean) - HAZ{H (Target) | 1/ EE{A (Target) } x 100%
4= (TE, Total Error)% = iRz (Bias)% + 2 x BB E(AE (CV)
o (Sigma) = (TEa% - Z&7= (Bias)%) / BB R(AE (CV)
[TOP]

Reagent
Code

Reagent Kit

Trinity || 1




HinEREAr G6PD E Bk Wl EREHER (BRT)

32 LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) v| Change |

3E1E Reagent Kit : | 1 - Trinity v| Change |

SIENHER—

Control N 45T BEt4tat 2 th
B

Control N (Lot No.: AH1220N)

M onth (2020/08) CUM (2019/02/01~2020/08/31)
UnitIDm Reagent Kit Target | Mean | nfor ; CV|| TE ||TEa - Target | Mean | nfor SD CV|| TE ||TEa -
(cOde)E] (U/gHb) || (U/gHb) | Mean ||°7||(%) || (%) || (%) (U/gHb) || (U/gHb) | Mean || *|[ (%) || (%) || (%)
Lab003 1 15.3 14.0 18 1|0.5|[3.6]15.6/ 20 |[3.2 15.3 14.5 296 |[0.6]|4.1/13.5| 20 ||3.6
Total - - 14.0 18 [|0.5|(3.6| - - - - 14.5 296 |[0.6]|4.1| - - -

R (Bias)% = { [ | REMESME (Mean) - BYE (Target) | 1/ BR{E (Target) } x 100%
4E=n =2 (TE, Total Error)% = §8%= (Bias)% + 2 x BT & EARE (CV)
o (Sigma) = (TEa% - 387 (Bias)%) / BETEBEAE (CV)

Bzt 1 [2020 v||08 v Change | EEHHARH (CUM) : B [2019 v|[02 v|[01 v|Z [2020 v||08 v|[31 v|| Change

[TOP]
Control D H&aTEL Betarat 2 th
BER
Control D (Lot No.: AH1220D)
M onth (2020/08) CUM (2019/02/01~2020/08/31)

Reagent Kit || Target | Mean || n for CV|| TE ||TEa Target | Mean | nfor CV|| TE ||TEa
unitipLL] (Code L] || (UrgtD) || Urgtb) || Mean|3P [l @) || 00 || © ||| (Urgktb) || (UrgHb) | Mean | >l ¢)|| ¢6) || @0 || ©
Lab003 1 5.2 4.7 18 [lo2][4.3]18.1][ 20 |[2.4 5.2 4.9 296 (|0.2]14.1](13.9][ 20 ||3.5
Total - - 4.7 18 1|0.2](4.3| - - - - 4.9 296 (|0.2]14.1|| - - -
2= (Bias)% = { [ | B¥HPIGME Mean) - BE(E (Target) | 1/ EAE{H (Target) } x 100%

#E=R52 (TE, Total Error)% = 327 (Bias)% + 2 x B RE4E (CV)
o (Sigma) = (TEa% - 5872 (Bias)%) / REHERAE (CV)
et EooN][ey]  [Change | mabmn cuM) : g (201 [0z v][o1 o] % [2020 ] 08 (31 ][ Ghange |
[TOP]
. Reagent
Reagent Kit Code

Trinity 1
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