2017 # 09 * G6PD % E#% FHZP N&EF+HFL |

Bl A ) ‘s, = =~ 55 4L N e
- T %}41:.%5 hdl S ?Eﬁi}]\ Frsrr'\—:’?"‘?a“‘?*?%-r

G6PD Control N Control D
(Lot No.:AE0909N) (Lot No.:AE0909D)
Fbe 8 i 12 12

KNS ()] 91 91
® =% (Median) 14.4 (U/gHb) 5.8 (U/gHb)
T2 (Mean) 14.5 (U/gHb) 5.9 (U/gHb)

&% (SD) 0.8 0.4
%3 %k (CV) 5.5% 6.8%

G6PD t& &% & 4 [l 13.1 ~ 16.5 (U/gHb) 5.0 ~ 7.2 (U/gHb)

Hb & % (& 4 [l 2.0~ 2.3 (g/dL) 2.0~2.5(g/dL)
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G6PD & & &5 2 i

B4t &ER e SDI 7 ffiilE]

#E1E LotNo © AE0909N (2016-01-01 ~ 2100-12-31) Change
FIENE%
| HRBRH(Y : Lab007 |

| | Control N | Control D
| QC Control Lot No. | AEQ909N ] AE0909D

o ERHAR Month CuM Month CuM

I (2017/09) | (2017/07/31~2017/09/30) | (2017/09) | (2017/07/31~2017/09/30)

| ZEEH (N) 13 26 IEERE 26
| 2R (Mean) UigHb | 142 | 14.4 | 55 | 5.6
| ZHEE (SD) | 04 | 0.5 | 02 | 0.2
| EHEEAHCV% | 28 | 35 | 36 | 36
| EiEE (Target) UigHb | 147 | 14.7 | 58 | 5.8
| 4% (TE) % |90 | 9.0 124 | 10.6
| WEFEE(TEa)% | 20 | 20 20 | 20
| o | 59 | 5.1 |41 4.6
R57E (Bias)% = { [ | Z51-FH9{H (Mean) - Ff%{H (Target)| ]/ HE{H (Target) } x 100%
4EzRs= (TE, Total Error)% = 2575 (Bias)% + 2 x EEHE (48 (CV)
o (Sigma) = (TEa% - #5% (Bias)%) /| Exta2 &AM (CV)

Hé4st © 2017 09 Change ; EEFHART (CUM): [ 2017 07 31 % 2017 09 30 Change

TOP

Control N SDI 43 /fi[&E]

Lot No.: AEO909N ; #&EgHART © 2017-07-31 & 2017-09-30 ; HiZ{H (Target) : 14.7 ; & {H#E#= (SD) : 0.50

Bifir : Lab007

Lab00?

+3 5.0,
+2 5,0,

+1 5.0,

Target

-1 5.0, ' * '
-2 5.0, *

=3 5.D.

Date 07-31 08-04 08-07 08-09 08-11 08-14 08-16 08-18 08-21 08-23 08-25 08-28 08-30 05-01 09-04 09-06 05-08 09-11 09-13 09-15 09-18 09-20 09-22 09-25 09-27 09-29

H4iEt 0 2017 09 Change

FEHHAR (CUM) : [ 2017 07 31 % 2017 09 30 Change

TOP

Control D SDI 73 [

Lot No.: AE0909D ; fEalift] : 2017-07-31 Z 2017-09-30 ; H KL (Target) : 5.8 ; £ fms%E3% (SD) : 0.30

E&{ir : Lab007

Lab00o7?
+3 5.0,

+2 5.0,
+1 5.0,

Target =) =) & =

-1 5.D. a a o

-2 5.0,

=3 5.D.

Date 07-31 08-04 08-07 08-09 08-11 08-14 08-16 08-18 08-21 08-23 08-25 08-28 08-30 05-01 09-04 09-06 05-08 09-11 09-13 09-15 09-18 09-20 09-22 09-25 09-27 09-29

H4%ist © 2017 09 Change

ZEHHAE (CUM) - B 2017 07 31 % 2017 09 30 Change

TOP



Control N £, Control D SDI
Gl

Lot No.: AEO909N ; #EfHARS : 2017-07-31 & 2017-09-30 ; EIfE{H (Target) : 14.7 ; -2 {8432 (SD): 0.50 (o)
Lot No.: AE0909D ; f&:ERHART : 2017-07-31 %8 2017-09-30 ; HFZ{H (Target) : 5.8 ; &3 fm#:3% (SD): 0.30 (o) H{ : Lab007

Lab00?

+3 5.0,

+2 5.0,

+1 5.0,

o e
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=3 5.D.

Date 07-31 08-04 08-07 08-09 08-11 08-14 08-16 08-18 08-21 08-23 08-25 08-28 08-30 05-01 09-04 09-06 05-08 09-11 09-13 09-15 09-18 09-20 09-22 09-25 09-27 09-29

B4zt 2017 09 Change ;  ZEHHAR (CUM) : [ 2017 07 31 % 2017 09 30 Change
[TOP]




Z1REREA GOoPD EE M NHmESHER (BR—)

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

12 Reagent Kit : [1-Trinity V| Change |

| AsEtER
#EtA : [2017 v][09 V][ Change |
Control N (Lot No.: AE0909N) : Control D (Lot No.: AE0909D)

4 || ReagentKit || Target | Mean | nfor CV|| TE || TEa Target | Mean | n for CV|| TE || TEa
UnitlD =l o4e) || (U/gHb) | (U/gHb) || Mean SPl@all @) || @) | © |||| Uretib | (Uretib) | Mean |[SP || 6| @) |[ ) | ©
Lab003 1 144|144 | 26 Jo4][28][5.6][20 [>6][[ 5.3 58 | 26 |[02][3.4]6.9][20 |59
Lab006 1 13.7 13.3 4 Jo2][r5][59][ 20 [>6][][ 56 5.4 4 J[o.1][1.9][7.3][20 ]>6
Lab007 1 14.7 142 | 13 Jlo4][2.8][9.0 ][ 20 [5.9][][ 5.8 5.5 | 13 Jo2][3.6][12.4] 20 [4.1
Lab009 1 144 14.1 5 Jlo2][r4a][4.9][ 20 [>6][][ 5.8 5.9 5 Jlo2][3.4][8.5][ 20 ]5.4
Lab010 1 15.3 15.9 3 J[0.4][2.5][9.0][20 [>6][][ 63 6.7 3 ][0.2][3.0][12.3][ 20 J4.6
Lab011 1 14.4 13.8 | 4 J[o3][22][85][ 20 [>6][][ 58 5.7 4 Jlo.a][18][52][ 20 |[>6
Lab012 1 14.4 14.3 7 ][0.5][3.5][ 7.7 ][ 20 [[5.5][][ 5.8 6.0 7 ][0.2][3.3][10.1][ 20 /5.0
Lab013 1 145 13.6 3 Jo3][2:2][10.6][ 20 [>6][][ 5.7 5.7 3 Jloa][18][3.5][ 20 [>6
Lab014 1 14.4 145 | 7 Jo3][2.1][ 48] 20 [>6][][ 58 5.8 7 Jjoa][1.7][3.4 ][ 20 |>6
Lab016 1 15.0 15.4 6 J[o.1][o.6][ 4.0][ 20 [>6][][ 53 53 6 J[03][5.7][11.3][ 20 |3.5
Lab029 1 14.4 14.2 2 -0 - o =00 5.8 5.7 2 -0 - J20] -
Lab044 1 144 | 158 | 11 Jjos][32][1e.1][ 20 [32][]| 5.8 6.6 | 11 ][0.3][4.5][22.9][ 20 ]1.4
Total 145 | 91 o855 - - - 5.9 91 Jlo4a][68][ - ][ - | -
SR7E (Bias)% = { Iﬁuﬁ%ﬁ (Mean) - EI/EE{E (Targer) ] B (Target) } x 100%

YR (TE, Total Error)% = §R3% (Bias)% + 2 x RETEEE(AE (CV)
o (Sigma) = (TEa% - 372 (Bias)%) / Rt BEAHE (CV)
[TOP]
[ tate |
R ¢ & [2016 V] [02 V][0 V] Z [2017 V|[09 ] [30 V][ Change |
Control N (Lot No.: AE0909N) : Control D (Lot No.: AE0909D)

. + Reagent Kit || Target Mean | n for CV|| TE (| TEa Target Mean || n for CV|| TE (| TEa
UnitlD =1 4e) * || (U/gHb) || (U/gHb) | Mean SPl@all @) (| @) | © |||| Uretiby | (Uretib) | Mean |[SP | s)|| @) |[ ) | ©
Lab003 1 144 144 ] 196 J[0.5][3.5][6.9][ 20 J[5.7][J[ 5.8 59 ] 196 Jl02][3.4][ 8.5 ][ 20 ][54
Lab006 1 13.7 13.7 | 35 ][o4][2.9][5.8][ 20 |>6][][ 5.6 56 | 35 Jjo2][3.6][7.1][ 20 |56
Lab007 1 14.7 13.9 | 257 |[r.o][7.2][19.8][ 20 J2.0][][ 5.8 54 | 257 J[0.5][9.3][25.4] 20 1.4
Lab009 1 14.4 146 | 67 J09][62][13.7][ 20 J3.0][][ 5.8 5.9 67 |[0.4][6.8][15.3][ 20 2.7
Lab010 1 15.3 155 | 10 Jlo.6][3.9][9.0 ][ 20 [48][][ 6.3 64 | 10 Jo.3][4.7][11.0][ 20 |3.9
Lab011 1 14.4 13.8 | 41 J[0.3][2.2][8.5][ 20 |[>6][][ 58 57 | 41 Jo2][3.5][8.7][ 20 |52
Lab012 1 14.4 143 | 74 Jo4][28][6.3 ][ 20 [>6][][ 58 5.9 74 ][0.2][3.4][ 8.5 ][ 20 |[5.4
Lab013 1 14.5 13.8 | 40 J[0.3][2.2][92][ 20 |[>6][][ 57 57 | 40 Joa][18][3.5][ 20 |[>6
Lab014 1 14.4 143 | 61 J03][2.1][49][ 20 [[>6][][ 58 5.6 61 J0.2][3.6][10.6][ 20 ]4.6
Lab016 1 15.0 147 ] 23 Jlo.9][6.1][14.2][ 20 J3.0][][ 5.3 53 23 J[0.3][5.7][11.3][ 20 3.5
Lab029 1 144 | 143 | 20 Jloa]lo.7][ 2.1 ][ 20 [>6][][ 5.8 5.6 | 20 Jloa][18][7.0] 20 [>6
Lab030 1 14.4 14.3 3 ][0.5][3.5][7.7][ 20 [[5.5][)[ 5.8 5.4 3 ][0.3][5.6][18.0][ 20 ]2.3
Lab044 1 14.4 148 | 28 |[1.0][6.8][16.3][ 20 J2.5][][ 5.8 6.1 28 J[0.5][8.2][21.6][ 20 1.8
Total 142 | 855 J[0.8][5.6 - -0 - 57 | 855 Jjoa][70][ - ][ - |-

#R7= (Bias)% = { [ | FEFPI9E (Mean) - HEEME (Target) | 1/ BAE{H (Target) } x 100%
=i (TE, Total Error)% = 227 (Bias)% + 2 x BeEEA48 (CV)
o (Sigma) = (TEa% - 5&Z= (Bias)%) / RETEBEIAB (CV)
[TOP]

Reagent Kit Reagent Code
Trinity 1




Hiuba I GOPD & Bk NIl EFat R (BFR2)
3§ LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) /| Change |

FEFE Reagent Kit : [1 - Trinity vI Change

| Control N H&sEL R H#ie T2 ELIER |
| | I Control N (Lot No.: AE0909N) |
Month (2017/09) CUM (2016/02/01~2017/09/30)
UnitiD 4 Reagent Kit Target Mean n for ; CV | TE || TEa - Target Mean n for D CV || TE | TEa T
- (Code) L) (U/gHb) || (U/gHb) [ Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)

Lab003 1 14.4 14.4 26 E 2.8 | 5.6 || 20 ||>6 14.4 14.4 196 (|0.5( 3.5 6.9 || 20 i
Lab006 1 13.7 13.3 4 E 1.5 5.9 | 20 [|>6 13.7 13.7 35 (04129 5.8 || 20 z
Lab007 1 14.7 14.2 13 E 2.8 1 9.0 || 20 ||5.9 14.7 13.9 257 |[1.0][ 7.2 |[ 19.8 || 20 E
Lab009 1 14.4 14.1 5 J[02][14] 4920 |[>6 144 146 | 67 J09]62]13.7] 20 |[3.0]
Lab010 1 15.3 15.9 3 E 2.5 9.0 || 20 |[>6 15.3 15.5 10 [[0.6]3.9] 9.0 || 20 E
Lab011 1 14.4 13.8 4 J[o3][22]85][20 | >6 144 138 | 41 Jo3]22] 85 | 20 |[>6]
Lab012 1 14.4 14.3 7 E 35| 7.7 || 20 ||5.5 14.4 14.3 74 |04 2.8 6.3 || 20 E
Lab013 1 14.5 13.6 3 E 2.2 |[10.6|| 20 |[>6 14.5 13.8 40 |[0.3]22] 92| 20 E
Lab014 1 14.4 14.5 7 E 2.1 4.8 || 20 |[>6 14.4 14.3 61 03] 21] 49 | 20 E
Lab016 1 15.0 15.4 6 E 0.6 || 4.0 || 20 |[>6 15.0 14.7 23 |[0.9] 6.1 | 14.2] 20 E
Lab029 1 14.4 14.2 2 : - - 20 | - 14.4 14.3 20 |[0.1]0.7] 2.1 || 20 E
Lab030 1 14.4 - 0 : - - 20 || - 14.4 14.3 3 0.5(35]) 7.7 || 20 E
Lab044 1 14.4 15.8 11 E 32 (16.1| 20 |3.2 14.4 14.8 28 1.0 6.8 | 16.3] 20 z

| Total | - L - ras ot Josifss] - - - - [ 142 855 Josfse] - | - I[-]

832 (Bias)% = { [ | B5HI9(E (Mean) - EHE{E (Target) | ]/ BAE{E (Target) } x 100%
=R (TE, Total Error)% = g2%= (Bias)% + 2 x BEFEERAE (CV)
o (Sigma) = (TEa% - §2% (Bias)%) / BEMEEAE (CV)

At : [2017 v|[09 V][ Change |

FEMHAR (CUM) : E [2016 v|[02 v][01 V| Z [2017 V][09 V|[30 ][ Change

[TOP]
Control D H4tst 5 Batéfiat < thiez
Control D (Lot No.: AE0909D)
Month (2017/09) CUM (2016/02/01~2017/09/30)

UnitD 4 Reagent Kit Target Mean n for SD CV | TE || TEa s Target Mean n for SD CV | TE | TEa s
- (Code) * (U/gHb) || (U/gHb) | Mean %) || (%) || (%) (U/gHb) || (U/gHb) | Mean %) || (%) || (%)
Lab003 1 58 58 26 J[02][3:4 ] 6.9 ][ 20 5.9 58 5.9 196 J[0.2][3.4 [ 85 ] 20 |[5:4]
Lab006 1 5.6 5.4 4 Jloa][1o] 73] 20 |[>6 5.6 5.6 35 Jo2]3.6] 7.1 ] 20 |[5.6]
Lab007 1 58 55 13 [02][3.6 [[12.4][ 20 J[4.1 58 5.4 257 J[0.5]9.3][25.4] 20 |[1.4]
Lab009 1 5.8 59 5 Jl02][3.4] 8.5 20 |54 5.8 5.9 67 Jlo.4]6.8]153] 20 |[2.7]
Lab010 1 6.3 6.7 3 J[02][3.0]12:3][ 20 ][4.6 6.3 6.4 10 Jo3]47]11.0] 20 ][3.9]
Lab011 1 5.8 5.7 4 Jlo.a][18] 52 20 [>6 5.8 5.7 41 Jo2]3.5] 8.7 ] 20 |[52]
Lab012 1 58 6.0 7 J[02][3:3]10.1][ 20 |[5.0 58 5.9 74 J02]3.4] 8.5 [ 20 |[54]
Lab013 1 5.7 5.7 3 Jlo][18]3.5] 20 ][>6 5.7 5.7 40 Jo.1] 1.8 3.5 ] 20 |[>6]
Lab014 1 58 58 7 Joa][17] 34 ][ 20 | >6 58 5.6 61 J[02]3.6 [ 10.6] 20 |[4.6]
Lab016 1 53 53 6 lo3][5.7]11.3][ 20 |[3.5 53 53 23 Jo3]5.7]11.3] 20 ][3.5]
Lab029 1 58 57 2 =20 ] - 58 5.6 20 Jo1] 18] 7.0 | 20 |[>6]
Lab030 1 5.8 - 0o -1 -1 -1l2] - 5.8 5.4 3 Jo3]s.6]18.0] 20 ][23]
Lab044 1 58 6.6 1T J[03][45]22.9][ 20 |[1.4 58 6.1 28 Jo5]82]21.6] 20 |[1.8]
Total - 5.9 o1 Jlo4][68] - | -] - - 5.7 855 Joaf7o] - | - ][ -]

M2 Bias)% = {[ | &

FF9{E (Mean) - B

=2 (TE, Total Error)% = $R2= (Bias)% + 2 x REMEEAE (CV)
o (Sigma) = (TEa% - fRZ= (Bias)%) / RETERIRE (CV)

B&st ¢ [2017 v|[09 V|| Change

EEHAR (CUM) : H [2016 v|[02 v][01 V| & [2017 v|[09 V]|[30 V]| Change

BE{E (Target) | 1/ EBEE (Target) } x 100%

Reagent Kit

Reagent Code|

Trinity

1

[TOP]
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