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12 LotNo : | BA1116N (2022-04-26 ~ 2100-12-31) v | Change |
A EA B .
 RBRHL :Lab007 |
‘ | Control N ’ Control D
\ QC Control Lot No. | BAI116N ] BA1116D
BRI Month CuUM Month CUM
IR (2023/08) (2023/06/05~2023/08/31) (2023/08) (2023/06/05~2023/08/31)
\ ZEFEL (N) [ 10| 26 10| 26
| B HE Mean)UgHb [ 152 | 154 [ 50 | 5.0
\ ZEHEkEZE (SD) [ 08 | 0.8 04 | 0.4
| ZEHERGE (CV) % | 53| 52 |80 | 8.0
\ FFE2{# (Target) U/gHb |15 | 15.1 |48 | 4.8
\ 457 (TE) % [ 112 124 [202 202
| AIBFPMEERE (TEa) % 20 | 20 20 | 20
\ o | 36 | 3.5 20 | 2.0
S5 (Bias)% = { [ | BFF49(E (Mean) - FFE{E (Target) |1/ E FE{ (Target) } x 100%
Y572 (TE, Total Error)% = 378 (Bias)% + 2 x ZEHE AR (CV)
o (Sigma) = (TEa% - 3#7% (Bias)%) / Rt EAEL (CV)
Hegizt (2023 v |[08 v [Change ; EHR (CUM): (92023 v (06 v| (05 v % 2023 v |[08 v (31 v | Change
[TOP]
Control N & Control D SDI
i
A il
Lot No.: BA1116N ; fmEgHAR] : 2023-06-05 & 2023-08-31 ; HFE{H (Target) : 15.1 ; &FTAEZ (SD) : 1.00 (o)
Lot No.: BAL116D ; #gB#HAR © 2023-06-05 Z 2023-08-31 ; HFE{H (Target) : 4.8 ; 2:¥ @47 (SD) : 0.40  (0) FR i : Lab007
Lab007
+3 S5.D,
+2 5.0, 5 . v E v ]
+1 S.D o a o r g a
A b = ® e | [=}] =
Target g ﬂ ¢ hd . a H _ g °
. o o . . . v 5
-1 5.0, a 0 e *
o o
-2 S.D.
-3 S.D.
Date 06-05 06-08 06-13 06-16 06-19 06-22 06-27 06-30 07-03 07-06 07-11 07-13 07-17 07-20 07-25 07-28 08-01 08-03 05-07 08-11 08-15 05-15 08-21 08-24 05-29 05-31
Bzt o (2023 v (08 v|[change ; ZEhHART (CUM): 15 (2023 v (06 v |05 v|% 2023 v (08 v (31 v [cChange
[TOP]
Control N SDI 43(f |

Lot No.: BA1116N ; fgEgHARK] © 2023-06-05 & 2023-08-31 ; HIZE(H (Target) : 15.1 ; 2FWAEZ (SD) : 1.00

Lab007
+3 S.D.

+2 5.D.
+1 S.D,
Target
-1 5.D.
-2 5.D,

=3 S.D.

Date

Eif)7 : Lab007

*

06-05 06-08 06-13 06-16 06-19 06-22 06-27 06-30 07-03 07-06 07-11 07-13 07-17 07-20 07-25 07-28 08-01 08-03 08-07 08-11 08-15 08-18 08-21 08-24 05-29 08-31

Azt (2023 v |[08 v [Change ; EEHHRST (CUM): 192023 v (06 v |05 v % 2023 v |[08 v (31 v | Change

[TOP]



Lot No.: BA1116D ; fBgHART © 2023-06-05 % 2023-08-31 ; HIE(E (Target) : 4.8 ; &

Lab007
+3 S.D.

+2 S5.D.
+1 5.0,
Target
-1 S.D.
-2 5.0,

=3 S.D.

Date

Control D SDI 474

TEAEZE (SD) : 0.40

1]

06-05 06-08 06-13 06-16 06-19 06-22 06-27 06-30 07-03 07-06 07-11 07-13 07-17 07-20 07-25 07-28 08-01 08-03 08-07 08-11 08-15 05-18 08-21 08-24 05-29 08-31

H#gizt (2023 v |[08 v [Change ; EEHRT (CUM): [4 2023 v (06 v| (05 v % 2023 v |[08 v (31 v | Change

[TOP]




HiREREA GOPD E Bl N ERETER (HBFR—)

HEHE LotNo © | BAL116N (2022-04-26 ~ 2100-12-31) v | Change |

5% Reagent Kit : \:4 - Lanner v H Change:\
| FlEnEE—
A%t |
4st A1 2023 v |08 v || Change
‘ ‘ ‘ Control N (Lot No.: BA1116N) H Control D (Lot No.: BA1116D)

.4 |ReagentKit | Target | Mean |nfor D CV | TE |TEa Target | Mean |n for SD CV | TE |TEa
UnitlD =1 code) £ | (UrgHb) | (U/gHb) [Mean > |(%) | (%) (%) | © | | (U/gHb) | (UlgHb) Mean > (%) | (%) |(%) | °
[ Laboo7 | 4 [ 151 [ 152 | 10 [0.8/53 (11220 3.6 48 | 50 | 10 [0.4]80([20.2]20 [2.0
[ Laboto [ 4 149 [ 150 [ 2 [-[-[-TJ2[-[] 39 | 46 | 2 [-]- 20 [ -
[ Labo12 [ 4 [ 153 [ 156 [ 8 [o3[19[58[20[>6[[ 55 | 55 | 8 m‘18\36\20’7
| Total | - - [ 154 [ 20 Jo7fas| - [ - (-] - [ st [ 20 foal78] - [ - [-
5% (Bias)% = { [ | B F49(E (Mean) - HFE{H (Target) | 1/ EHE{E (Target) } x 100%
4E=55% (TE, Total Error)% = 527 (Bias)% + 2 x EEFEEEL(4HE (CV)

o (Sigma) = (TEa%- 37 (Bias)%) / B 3HEAEE (CV)
[TOP]
ESoel
ZEHEART © 42022 v (06 v (01 v | % 2023 v| 08 v [31 v/ Change
| \ | Control N (Lot No.: BA1116N) [ Control D (Lot No.: BA1116D)

. " Reagent Kit | Target | Mean |n for D CV|| TE |TEa Target | Mean ||n for D CV | TE |TEa
UnitlD =1 odey £ [(U/gHb) |(U/gHb) Mean |> (%) | (%) | (%) | © | |(U/gHb) |(U/gHb) Mean > | (%) | (%) (%) | ©
[ Laboo7 [ 4 [ 151 [ 155 | 82 [10[65[156/20 [27[[ 48 [ 50 | 82 [0.4[8.0[20.2]20 2.0
[ Labolo | 4 [ 149 | 148 [ 15 [03[20[47 (20> 39 [ 41 [ 15 [0.5[122]29.5[20 [1.2
[ Laboll | 4 [ 141 | 146 | 21 [03[21[77]20]>6[ 45 | 39 [ 21 [0.2[5.123.6[20 [1.3
[ Labo12 | 4 [ 153 | 149 | 65 [05(34(93 2051 55 | 50 [ 65 [04]8025.1[20 [1.4
CTotal [ - [ - [ 151 83 fos[s3[ - |- [-[] - [ 48 [183fos[125] - |- |-

$R7% (Bias)% = { [ | BEFVH9ME (Mean) - E (A (Target) | 1/ BEH (Target) } x 100%
4H385% (TE, Total Error)% = 375 (Bias)% + 2 x B4 548 (CV)
o (Sigma) = (TEa% - 345 (Bias)%) / B34 FBI48 (CV)
[TOP]

‘ Reagent Kit ‘Reagent Code

‘Lanner ‘4




HiREREA GOPD E By N ERETER (R

HEHE LotNo © | BAL116N (2022-04-26 ~ 2100-12-31) v | Change |

5% Reagent Kit : \:4 - Lanner v H Change:\
B4R
Control N H& a1 EL R5H4ET 2
Bt e
| | | Control N (Lot No.: BA1116N)
| | | Month (2023/08) ] CUM (2022/06/01~2023/08/31)
. ¢ Reagent Kit Target | Mean || n for D CV TEa Target | Mean |n for SD Cv TEa
UnitID = 1 c04e) £ | (U/gHb) | (U/gHb) [Mean > |(%) %) %) | © | |(U/gHb) | (U/gHb) [Mean > |(%) (% ) (%)
[ Lab0o7 | 4 [ 151 [ 152 [ 10 [0.8[53[112]20 3.6[[ 151 | 155 | 82 [1.0/6.5[15.6] 20 ]7
[ Labolo | 4 [ 149 [ 150 | 2 [- - [-20-[] 149 | 148 | 15 [03]20[47[20 [>6
CLaboll [ 4 a1 [ - [ o[- -T2 -] 141 | 146 | 21 [03]2.1]7.7[20 [>6
[ Labo12 [ 4 [ 153 [ 156 [ 8 [03[19[58]20 [>6]| 153 | 149 \6 0.5(3.4[9.3 20 [5.1
| Total | - | - [ 154 [20 Jo7[45] - [ - [-[] - | 151 |18 Jo8[53] - [ - [-

u;u% (Bias)% = { [ | B&1 7918 (Mean) - HE{H (Target) | 1/ B E{E (Target) } x 100%
iR7= (TE, Total Error)% = %7 (Bias)% + 2 x B8 E{48 (CV)
G(Slgma) (TEa% - 227% (Bias)%) / BT E A (CV)

F#izt 0 (2023 v (08 v |[Change ZETHART (CUM) : [ 2022 v (06 v |[01 v | %2023 v (08 v (31 v |Change

[TOP]

Control D B 4=t E 14512 ‘

B 1
| | | Control D (Lot No.: BA1116D)
| | | Month (2023/08) [] CUM (2022/06/01~2023/08/31)

. t Reagent Kit | Target | Mean |n for CV | TE |TEa Target | Mean |n for CV | TE |TEa
UnitlD = | 04y + | (UlgHb) |(UrgHb) [Mean |°2 (%) | (%) | (%) | © | | (UlgHb) |(UgHb) Mean |2 | (%) | %) | (%) | ©
[ Laboo7 | 4 | 48 | 50 | 10 [0.4[80[202]20 /20 48 | 50 | 8 [04[8.0202[20 [2.0
[ Labolo | 4 [ 39 | 46 | 2 [-[-[-1200-[] 39 | 41 [ 15 [05[122]29.5[20 [1.2
[ Lavoll [ 4 [ 45 [ - o |- o (20 - [ 45 | 39 |21 [02]51]23.6[20[13
[ Labo12 [ 4 [ 55 | 55 | 8 ’7\18\36 20 [>6[] 55 [ 50 |65 [04]80(251]20 [1.4
| Total | - - [ 51 20 foaf78] - |- -] - | 48 [183 fo6[125] - [ - [-

#i72 (Bias)% = { [ | R&TF(E (Mean) - FIFZ{H (Target) | 1/ FFZ{E (Target) } x 100%
4Ez5i7= (TE, Total Error)% = 257 (Bias)% + 2 x HEETH8E B A% (CV)
o (Sigma) = (TEa% - 47 (Bias)%) / B8 548 (CV)

F#izt: (2023 v (08 v |[Change ZEHHARI (CUM) : [ 2022 v (06 v |[01 v | %2023 v (08 v (31 v |Change

[TOP]

‘ Reagent Kit ‘Reagent Code

‘Lanner ‘4
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