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BRI Month CUM Month CUM
TS (2019/12) (2019/10/01~2019/12/31) (2019/12) (2019/10/01~2019/12/31)

] ZEHERE (N) B | 26 B | 26

| EERPS{E (Mean) UgHb | 145 | 14.6 59 | 5.8

! ZEHIEE (SD) 05| 0.4 02 | 02

] ZEERGH(CV) % E 27 T 3.4

] E /{4 (Target) U/gHb | 144 | 14.4 | 58 | 5.8

] YEE3E (TE) % I 6.9 L85 | 6.9

| AIAFHERRFE (TEa) % 20 | 20 20 | 20

] o [ 57 >6 EE 5.9

2 (Bias)% = { [ | EEHVHI(E (Mean) - BFLE (Target) | 1/ ERHE (Target) } x 100%

4=i7= (TE, Total Error)% = g2 7= (Bias)% + 2 x EEHEE(AE (CV)

o (Sigma) = (TEa% - 7% (Bias)%) / Bat8F(4H (CV)
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Lot No.: AE0909N ; &I © 2019-10-01 Z5 2019-12-31 ; FA5{E (Target) : 14.4 ; 453452 (SD): 0.4 (o)
Lot No.: AE0909D ; fgERE[ © 2019-10-01 25 2019-12-31 ; F#5(E (Target) : 5.8 ; W (SD): 0.2 (o)
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=R B GOPD EERER WHlmERETER (HER—)

5 LotNo : |AEO909N (2016-01-01 ~ 2100-12-31) v| Change |

112 Reagent Kit : |3 - Innovation v| Change ‘

Bl ENKaE—
H%tatR
gzt Aty : [2019 v[[12 V]
| | | Control N (Lot No.: AE0909N) (il Control D (Lot No.: AE0909D) |
Reagent
_ Ki Target | Mean || n for CV| TE|[TEa Target | Mean | n for CV| TE ||TEa
UmﬂD (Codel (U/gHb)(|(U/gHb)|[Mean||” " |[(%)|[(%)|| (%) (U/gHDb)||(U/gHb)|[Mean||” "~ ||[(%)|[(%)|| (%)
[Labo14 || 3 | 144 | 145 | 9 Jos|[34][7.6[ 2057 58 | 59 ] 9 Jo-2][3:4][8:5][20]5.4]
[Tom [ - [ - [ 1as o Jos3af-J0--0C - [ 59 9 Joaza- - -]

272 (Bias)% = { [ | BEHPHHME (Mean) - HE{E (Target) | ]/ BEE (Target) } x 100%
K== (TE, Total Error)% = 5235 (Bias)% + 2 x BEFEERAE (CV)
o (Sigma) = (TEa% - #i72 (Bias)%) / ReMEEHE (CV)
[TOP]

RaT#etR

BEEHARS ¢ g [2016 v|[02 v|[01 v|Z|2019 v|[ 12 v|[31 v|| Change

| | | Control N (Lot No.: AE0909N) (i Control D (Lot No.: AE0909D) |
Reagent
) Kit Target | Mean || n for D CV| TE ||TEa Target | Mean | n for D CV| TE ||TEa
UnitID (U/gHb)||(U/gHb)|[Mean||> || (%) || (%[ (%) (U/gHb)|[(U/gHb)|[Mean|> || (%) || (%) ||(%)
(Code)

[Laboo4 | 3 [ 144 ] 144 | 20 Jo3|[2.1][42][20]>6][][ 5.8 ] 5.6 ][ 20 Jo.2][3.6][10.6][ 20 ]4.6]

[Labo13 [ 3 | 145 ][ 142 [ 86 Jo3[2.1][e.3][20]>6][ 5.7 ][ 55 | 86 Jjo-2|[3.6][t0.8][20][4.6]
[Laboi4 | 3 | 144 ] 147 |[177 o3| 2.0] 62][20][>6][][ 5.8 ] 5.8 ][ 177 Jo2][3:4][6.9][20][5.9]
[Labote | 3 [ 144 ] 140 [ 65 Jp4t7a37a][20 ][Lo][][ 5.8 ][ 63 ][ 65 |2.4]38-1][s4.8][ 20 ][0.3]
[Labo44 || 3 | 144 | 153 J125]o.g[3.9]14.1[20 3.3 5.8 ] 5.8 ][125]o2][3.4]6.9] 20 |5.9]

[ Towt [ - [ - 147 [amsfuafzsif- [- - - I s8 [473foofiss[ - - [-]

EE (Bias)% = { [ | BEFFH9ME (Mean) - HFE{H (Target) | 1/ EZ{E (Target) } x 100%
HEEF= (TE, Total Error)% = %= (Bias)% + 2 x BRETEE(RE (CV)
o (Sigma) = (TEa% - gR7= (Bias)%) / RatERAE (CV)
[TOP]
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HiREREAr GOPD E B Wl EREHER (BRT)

JEHE LotNo : [AEO909N (2016-01-01 ~ 2100-12-31) | Change |

312 Reagent Kit : |3 - Innovation v/ Change |

Control N H&taTEL Bet&tat 2 th
R
Control N (Lot No.: AE0909N)
Month (2019/12) CUM (2016/02/01~2019/12/31)

Uni m Reagent Kit Target | Mean | nfor SD CV|| TE || TEa - Target || Mean || n for D CV || TE | TEa -
nitID| (cOde)E] (U/gHb) || (U/gHb) || Mean || > ||(%) | %) || (%) (U/gHb) || (U/gHb) || Mean @) || %) || %)
Lab004 3 14.4 - 0 - - -1 20| - 14.4 14.4 20 |[0.3[ 2.1 || 4.2 || 20 ||>6
Lab013 3 145 - o |[-1[-1-1l2]- 145 142 || 86 J[03][ 2163 20 |[>6
Lab014 3 14.4 14.5 9 |l0.5][3.4]7.6] 20 5.7 14.4 14.7 177 (0.3 2.0 || 6.2 || 20 |>6
Lab016 3 14.4 - o I[-1 - -1 20| - 14.4 14.0 65 ||2.4][17.1](37.1]| 20 |[1.0
Lab044 3 14.4 - o |[-1- - 20| - 14.4 15.3 125 ||0.6( 3.9 ([14.1] 20 ||3.5
Total - 14.5 9 |[0.5](3.4]| - - - 14.7 473 || 1.1} 7.5 || - - -

32 (Bias)% = { [ | B5HPE5{E (Mean) - EFE{E (Target) | ]/ EFE{E (Target) } x 100%
#EER= (TE, Total Error)% = §RZE (Bias)% + 2 x RETERMAE (CV)
o (Sigma) = (TEa% - 5832 (Bias)%) / BEHEER(ABL (CV)

At 2 (2019 v|[12 v Change | EEHHARS (CUM) : [ [2016 v|[02 v|[01 v|Z [2019 v|[12 v|[31 v|| Change

[TOP]
Control D H#&tsTEL BEt4at Z b
R
Control D (Lot No.: AE0909D)
Month (2019/12) CUM (2016/02/01~2019/12/31)

Uni E Reagent Kit Target | Mean | nfor SD CV|| TE || TEa - Target || Mean || n for D CV || TE | TEa -
nitID! (Code)E] (U/gHb) || (U/gHb) | Mean || > ||(%) || %) || (%) (U/gHb) || (U/gHb) || Mean @) || %) || %)
Lab004 3 5.8 - o [[-1 - - 20| - 5.8 5.6 20 1/0.2]| 3.6 ||10.6|[ 20 (/4.6
Lab013 3 5.7 - o |[-1- - 20| - 5.7 5.5 86 [[0.2{ 3.6 [|10.8] 20 ||4.6
Lab014 3 5.8 5.9 9 lo2][3.4][8.5] 20 |[5.4 5.8 5.8 177 ||0.2{| 3.4 || 6.9 || 20 ||5.9
Lab016 3 5.8 - o |[-1- - 20| - 5.8 6.3 65 |[2.4][38.1(/84.8|f 20 ||0.3
Lab044 3 5.8 - 0 - - - 20| - 5.8 5.8 125 ([0.2{ 3.4 {| 6.9 || 20 ||5.9
Total - - 5.9 9 |(0.2](3.4]| - - - - 5.8 473 110.9]15.5] - - -

R (Bias)% = { [ | BEHPH9E Mean) - HEHE (Target) | ]/ HBHE (Target) } x 100%

gEER2= (TE, Total Error)% = 27 (Bias)% + 2 x BEHEE4E (CV)

o (Sigma) = (TEa% - 387 (Bias)%) / RETHEERAE (CV)

Hégst: [2019 v][12v] [ Chenge |  mxpytepg (cum) : g [2016 v[02 v][01 vz [2019 v[12 v][31 v]| Change |

[TOP]
Reagent Kit Rg:)%::t
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