G6PD & EmEaNElmEdtat4ER k. SDI Z3{filE]

4% LotNo : AEO909N (2016-01-01 ~ 2100-12-31)  Change

SEIBI%
AL Lab009 |
\ \ Control N \ Control D
| QC Control Lot No. | AE0909N | AE0909D
BRI Month CuMm Month CUM
IS (2016/06) | (2016/02/01~2016/06/30) | (2016/06) | (2016/02/01~2016/06/30)
! 2B (N) B 4 4 4
| Z:PEHfE (Mean)UigHb | 141 | 14.1 | 56 | 5.6
y Z3HEdE (SD) [ 02 | 0.2 [ 01 | 0.1
| EEEREH(CV)% 14| 1.4 | 18 | 1.8
| HEE (Target) UigHb | 144 | 14.4 | 58 | 5.8
| 4azz (TE) % |49 | 4.9 | 70 | 7.0
| AEEEmE (TEa)% | 20| 20 | 20 | 20
] o 6| >6 R >6
87% (Bias)% = { [ | &-FH9{H (Mean) - HIE{H (Target)| ]/ HIE{H (Target) } x 100%
4357 (TE, Total Erron)% = 7 (Bias)% + 2 x ZaE R {4 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / B 3H48: E{5% (CV)
P4t 2016 06 Change ;  ZEFHHARI (CUM): [ 2016 02 01 % 2016 06 30 Change
[TOP]
Control N SDI 57 {fifE |
Lot No.: AEO9O9N ; fBR#fs : 2016-02-01 % 2016-06-30 ; FI (K (Target) : 14.4 ; %432 (SD) : 0.4 ifir : Lab009
Lab009
+3 5.0,
+2 5.0,
+1 5.0,
Target r
-1 5.0, |-e * *
-2 5,0,
-3 5.0,
Date 06-03 06-10 06-17 06-24
B4zt : 2016 06 Change ; ZETHARI(CUM): H 2016 02 01 % 2016 06 30 Change
[TOP]
Control D SDI 53ffi[& |
Lot No.: AE0909D ; #E#HART : 2016-02-01 % 2016-06-30 ; H1Z{H (Target) : 5.8 ; &% 1E4 2 (SD) : 0.2 iz Lab009
Lab009
+3 5.0,
+2 5.0,
+1 5.0,
Target
a
=1 5.0, =)
o =]
=2 5,0,
=3 5.0,
Date 06-03 06-10 06-17 06-24
H4ist © 2006 06 Change ;  ZEEHHAR] (CUM): [ 2016 02 01 & 2016 06 30 Change

(TOP]



Control N ; Control D SDI

BN

Lot No.: AEO909N ; f@EHARY © 2016-02-01 2 2016-06-30 ; HiZ(E (Target) : 14.4 ; & fZA42= (SD): 0.4 (o)
Lot No.: AE0909D ; f@EiAR : 2016-02-01 2 2016-06-30 ; HiZ(H (Target) : 5.8 ; &FfZA42= (SD): 0.2 (o)

Lab009
+3 5,0,

+2 5,0,
+1 5.0,
Target
-1 5.0,
=2 5,0,

=3 5.D.

Date

B {7 : Lab009

g
* *
o =] g
06-03 06-10 06-17 06-24

Rt

2016 06 Change

ZETEARM (CUM) - 5 2016 02 01 % 2016 06 30 Change

TOP




2R GoPD ¥ Bl NWEmEREHER (BR—)

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

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

A&ETR

geat A

Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

UnitiD Reagent Kit|| Target || Mean ||n for CV TE TEaE Target | Mean | n for D CV|| TE TEaE
“ | (Code) t 1|(U/gHb)||(U/gHb)||Mean (%)|[|(%0)|[(%) (U/gHb)|(U/gHb)|Mean (%)][ (%) [|(%)
Lab007 I 128 |[ 127 |13 Jo3|24][55][20]Fe[] 5.0 | 48 | 13 Jo2J42]12.3][ 2038
[ Lab0oo || 1 [ 144 || 141 || 4 |.|14||49||20|.||| 58 | 56 | 4 ||01||18||70||20|.
[ Total | - [ - 130 [ 17 Josfl46] - - [-10C_- T 50 J 17 Jo4l[8.o[ - ][ - [-]

22 (Bias)% = { [ | BEH 73918 (Mean) - EFE{E (Target) | ] / EEE (Target) } x 100%
&a=7= (TE, Total Error)% = g7= (Bias)% + 2 x RETEE(AE (CV)
o (Sigma) = (TEa% - $R7& (Bias)%) / REHBEHE (CV)

[TOP]
RETHETR
REHER : B [2016 v][02 v][01 V] % [2016 Vv][06 V| [30 V][ Change |
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

) ' Reagent Kit|| Target | Mean ||n for SD CV| TE||TEa Target | Mean || n for SD CV| TE||TEa
UnitlD =1l ey +[|(U/gHb)||(UrgHb)|[Mean| > [[%) [(%)][%0)|| © | [[(U/gHb)([(U/gHb)Mean| > ||%)[ (%) [(%)|| ©
Lab003 1 144 | 1310 || 1 |- -1-/|20]- 5.8 55 -0 =120 -]
[Lab007 |[ 1 ][ 128 ][ 12.9 ][ 64 Jo.4|[3.1]7-0][20|>6[][ 5.0 ][ 5.0 ][ 64 Jo.2J[4.0]8.0][ 20][5.0]
[Lab00o [ 1 ][ 144 [ 141 [ 4 Jo2|r4]49][20]>6]][ 58 | 5.6 ][ 4 Jo.1[1.8]7.0][20]>6]

[ Toal J[ - [ - ][ 130 ][ 69 Jos|38] - [ - [-TL_- [ 50 ][ 69 Jo2J40] - [ - 1[-]
B (Bias)% = { [ | BEFFH9{E (Mean) - HZ{E (Target) | 1/ HAE{E (Target) } x 100%
48572 (TE, Total Error)% = g5z (Bias)% + 2 x RETEE(ARE (CV)
o (Sigma) = (TEa% - E&7= (Bias)%) / B2 (48 (CV)
[TOP]

| Reagent Kit |[Reagent Code|
|Trinity ”1 |




HiREREA GOPD EEME NElmEGETER (HR2)

&2 LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

HEFE Reagent Kit |1 - Trinity v| Change

Control N B Gt AR 1 Gat =
s

| I I Control N (Lot No.: AE0909N) |
| I I Month (2016/06) [ CUM (2016/02/01~2016/06/30) |
. ¢ [|ReagentKit|| Target || Mean | n for sp||CV| TE [ TEa Target | Mean | nfor|| . ||CV|TE|TEa

UnitD = |1 ey £ || UlgHb) || (UrgHb) | Mean|[>P||)|[)|| %) || || | (Ureib) || (Urgkb) [ Mean|[PP | @) [ 2%)]| (%) | ©

(b0 L+ [ taa |- o J- ]z ta | e ]| -J20]]
[Laboo7 [ 1 | 128 [ 127 [ 13 Jo3][2.4][5.5][20 |Pel[]l 12.8 ][ 12.9 ][ 64 Jo.4][3.1]7.0][ 20 [>¢]
[Labo0o |1 | 144 [ 141 [ 4 Jo2|[r4a]49][20]>6l[] 144 ][ 141 ][ 4 Jo.2][1.4]4.9] 20 ]>¢]
[ Toal [ - - 130 [ 17 Joelf46]- - -0~ [ 130 [ 69 Jo.s|3.80 - [ - [-]

B (Bias)% = { [ | REFIYME (Mean) - EE{E (Target) | 1/ BAZ{E (Target) } x 100%
#HERZE (TE, Total Error)% = gRZ= (Bias)% + 2 x BETEER(ARL (CV)
o (Sigma) = (TEa% - g&7= (Bias)%) / Rt ER{AE (CV)

Ayt - FEHHI (CUM) : & [2016 V] [02 V][0T V] Z [2016 v][06 V][50 V] | Change |

[TOP]
Control D A #ist 8 REH4RETZ
ek
Control D (Lot No.: AE0909D)
Month (2016/06) CUM (2016/02/01~2016/06/30)

] " Reagent Kit| Target || Mean || n for D CV/| TE ||TEa Target | Mean || n for D CV||TE||TEa
UnitlD = (Code) T | (U/gHb)|[(U/gHb)|[Mean||> " [|(%)| (%) |[(%) | © || [ (U/gHb) | (U/gHb)|[Mean[>||(%)(|%)|[(%)|| ©
[Laboos [ 1 J 58 [ - Jlo -]~ -0 -J 58 | 55 J[ 1 J[-][-][-J20]-]
[ Labo07 [ 1 [ 50 [ 48 [ 13 Jo2[42]12.3][20 [3.8[] 5.0 [ 5.0 ][ 64 ][0.2][4.0][8.0][ 20 ][5.0]
(oo |1+ [ 5 [ 56 | ¢ Joans[ro] 2o e[l ss | 5o | ¢ Joais]zol20]5s)
[ Towl J[ - - [ so0 (17 fodsof - - -] - T so J69 Jo2[40][- - -]

ER2E (Bias)% = { [ | BEHPI9ME (Mean) - EHE{E (Target) | 1/ BAZ{E (Target) } x 100%
gEERsE (TE, Total Error)% = §22= (Bias)% + 2 x Bt E(AB (CV)
o (Sigma) = (TEa% - 3RZ= (Bias)%) / RETHEERMAEL (CV)

Bérst IR (CUM) © & [2016 V] [02 V][0T v| % [2016 ][06 V][30 V][ Change |

[TOP]

Reagent Kit Reagent Code
Trinity 1
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