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S B 11 11

B IFHC (n) 80 80
¢ i+ # (Median) 14.7 (U/gHb) 4.8 (U/gHb)
T2 (Mean) 14.6 (U/gHb) 4.9 (U/gHb)

E# L (SD) 0.9 0.5
%3 % (CV) 6.2% 10.2%

G6PD t& % (& [l 11.9 ~ 18.6 (U/gHb) 4.2 ~6.5 (U/gHDb)

Hb & % & 4 ¥l 2.0~2.7 (g/dL) 2.0~2.8 (g/dL)
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G6PD & Efuba N ElmE

Heat&E R e SDI 73{fiilH]

#5E4% LotNo : AD0326N (2014-04-01 ~ 2100-12-31)  Change
BBl
| REREfL: Lab008 |
\ | Control N \ Control D
\ QC Control Lot No. | ADO0326N \ AD0326D
- Month CUM Month CuM
AR (2016/08) (2016/06/04~2016/08/31) (2016/08) (2016/06/04~2016/08/31)
\ ZEFE(N) [ 9 | 26 R 26
| E:EH9(E (Mean)UigHb | 144 | 14.4 | 45 | 4.6
\ ZEFAEMERE (SD) | 02 | 0.3 01| 0.1
\ FH ARG (CV) % |14 2.1 22 | 2.2
| HfEE (Targe)UigHb [ 150 | 15.0 50 | 5.0
| 4R (TE) % | 68 | 8.2 | 144 | 12.3
| mEEsE (TEa)% | 20| 20 20 | 20
\ o | > | >6 | 45 | 5.5
# (Bias)% = { [ | E&t-Fi5(H (Mean) - HZ{H (Target)| ]/ HiZ{HE (Target) } x 100%
443572 (TE, Total Error)% = 357 (Bias)% + 2 x HEFEERAH (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / &t 8 {%% (CV)
H4iat© 2016 08 Change ; ZETHARY (CUM): H 2016 06 04 % 2016 08 31 Change
[TOP]
Control N SDI /{fiE |
Lot No.: ADO326N ; fEsHRT © 2016-06-04 %5 2016-08-31 ; H fZi{f (Target) : 15.0 ; &3 {45 (SD) : 0.5 EEfir : Lab008
Lab00o8
+3 5.0,
+2 5.0,
+1 5.0,
Target
L ] L] » . L ]
-1 5.0, |e . * * o o . . — .
-2 5.0, L] . [ - . . .
L ]
=3 5.0, *
Date 06-04 06-08 06-11 06-15 06-18 06-22 06-25 06-29 07-02 07-06 07-09 07-13 07-16 07-20 07-23 07-27 07-30 08-03 08-06 08-10 08-13 08-17 06-20 06-24 08-27 08-31
A4 &t : 2016 08 Change ; ZEEHHARI (CUM): H 2016 06 04 % 2016 08 31 Change
TOP
Control D SDI /{fiE |
Lot No.: AD0326D ; f5EsiR : 2016-06-04 %5 2016-08-31 ; HfZ{H (Target) : 5.0 ; &#f=#3% (SD) : 0.3 Efir : Lab008
Lab008
+3 5.0,
+2 5.0,
+1 5.0,
Target
-1 5.0. e 68 g 8 o o o o o o o o o o
-2 5.0, o - o a o =] o o
o o
=3 5.0,
Date 06-04 06-08 06-11 06-15 06-18 06-22 06-25 06-29 07-02 07-06 07-09 07-13 07-16 O7-20 07-23 07-27 07-30 08-03 08-06 08-10 08-13 08-17 08-20 08-24 08-27 08-31

4zt © 2016 08 change ; ZEEHHARI (CUM): [H 2016 06 04 % 2016 08 31 Change

TOP



Lot No.: ADO326N ; f@5&HART : 2016-06-04 % 2016-08-31 ; HIZ(H (Target) : 15.0 ; & F1Z#E7 (SD) : 0.5
Lot No.: AD0326D ; f5afff] : 2016-06-04 % 2016-08-31 ; HIZ{H (Target) : 5.0 ; 2% Z#= (SD): 0.3 (o)

Lab008
+3 5,0,

+2 5,0,
+1 5.0,
Target
-1 5.0,
=2 5,0,
=3 5.0,

Date

Control N ; Control D SDI
paxiiili=i

—
[ )
~

B {7 : Lab008

L (=]
N

06-04 06-08 06-11 06-15 06-18 06-22 06-25 06-29 07-02 07-06 07-09 07-13 07-16 07-20 07-23 07-27 07-30 08-03 08-06 08-10 08-13 08-17 06-20 05-24 08-27 05-31

ZETEARM (CUM) - 5 2016 06 04 % 2016 08 31 Change

H#ist: 2016 08 Change

TOP




HinBRE I GOPD EERE WHMEGETER (BR—)

3EHZ LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

BB Reagent Kit

H&atsR
Gt At -
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)
. ¢ Reagent Kit Target Mean n for D CV | TE || TEa - Target Mean n for SD CV | TE || TEa -
UnitID = (Code) || (U/gHb) || (U/gHb) | Mean @) | @) | %) (U/gHb) | (U/gHb) | Mean @) || %) | (%)
Lab003 1 14.8 14.5 26 1.4(9.7]21.3| 20 || 1.9 5.0 5.4 26 [|0.5) 9.3 |[26.5( 20 | 1.3
Lab004 1 15.0 15.3 2 - - - 20 | - 5.0 5.2 2 - - - 20 -
Lab006 1 14.8 14.8 5 0320 4.1 | 20 |[>6 5.0 4.9 5 0.2 4.1 || 10.2| 20 (|44
Lab008 1 15.0 14.4 9 02|14 68 | 20 |[>6 5.0 4.5 9 0.1 2.2 || 1441 20 (4.5
Lab010 1 14.8 14.3 2 - - - 20 | - 5.0 4.3 2 - - - 20 -
Lab011 1 14.8 14.7 4 03120 48 | 20 |[>6 5.0 5.0 4 0.1 2.0 | 4.0 || 20 || >6
Lab012 1 14.8 14.0 6 0321 9.7 | 20 |[>6 5.0 4.8 6 0.1 2.1 | 82 | 20 ||>6
Lab013 1 15.0 14.9 9 02| 1.3 34 ] 20 |[>6 4.7 4.6 9 0.1 22| 6.5 | 20 [|>6
Lab014 1 14.8 15.0 9 0320 54| 20 |[>6 5.0 4.7 9 024 43 || 1451 20 (3.3
Lab016 1 14.8 14.7 3 02|14 34| 20 |[>6 5.0 4.9 3 0.1 2.0 | 6.1 || 20 || >6
Lab029 1 14.8 14.9 5 0.0]0.0( 0.7 || 20 |[>6 5.0 4.9 5 0.2 4.1 || 10.2| 20 (|44
Total - - 14.6 80 (0.9 6.2 - - - - 4.9 80 [[0.5] 10.2 - - -
B2 (Bias)% = { [ | BEHPH9E (Mean) - BAE{H (Target) | ]/ BE{H (Target) } x 100%
4EER 2= (TE, Total Error)% = $R7= (Bias)% + 2 x BREFBEAE (CV)
o (Sigma) = (TEa% - §R2= (Bias)%) / R ERIAE (CV)
[TOP]
RETHETER
BE1HARS ¢ B [2014 v|[05 V|[01 V] Z [2016 V| [08 V] [31 v|
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)
_— Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV|| TE | TEa
UnitlD = (Code) * || (U/gHb) | (U/gHb) | Mean SPN ol o) | @) || © ||| Wretb) || Wretb) | Mean | 5P| @) @) | @) | ©
Lab001 1 14.2 14.8 T | -1-1 - 2] - 46 5.0 T -0 -1 - J20]-
Lab003 1 14.8 145 | 636 |08][55[13.1] 20 [3.3 5.0 49 636 0482183 20 |22
Lab004 1 15.0 150 | 100 [03][2.0] 40 | 20 [>6 5.0 49 100 0241 ][102] 20 [44
Lab006 1 14.8 14.8 98 | 0.6|[4.1] 8.1 | 20 [49 5.0 49 98 |03 61142 20 [3.0
Lab007 1 13.8 137 || 244 [05][3.6] 80| 20 [54 45 45 244 024489 [ 20 [45
Lab008 1 15.0 14.5 180 | 0.6|[4.1 116 20 [4.1 5.0 46 180 [03]65][21.0] 20 [[1.8
Lab010 1 14.8 143 88 [[05][3.5 104 20 [4.7 5.0 48 88 03] 63|[165] 20 |25
Labol11 1 14.8 149 | 113 [03][20 47 | 20 [>6 5.0 5.1 113 [02] 3998 | 20 [46
Lab012 1 14.8 142 || 110 [04][28] 9.7 | 20 |[5.7 5.0 47 110 0243 ]|[145] 20 3.3
Lab013 1 15.0 149 | 193 [02][13 ]34 | 20 [>6 47 46 193 [[02]43]|[108] 20 [[42
Lab014 1 14.8 148 | 143 |[04][27] 5.4 | 20 [>6 5.0 47 143 0243 |[145] 20 |[3.3
Lab015 1 14.8 144 | 174 |08][5.6 [13.8] 20 |3.1 5.0 49 174 03] 6.1 |[142] 20 |[3.0
Lab016 1 14.8 14.9 55 0.11]0.7 | 2.0 | 20 || >6 5.0 4.9 55 0.1 201 6.1 || 20 || >6
Lab029 1 14.8 14.9 113 |10.3][2.0 4.7 || 20 || >6 5.0 4.8 113 [0.2] 4.2 12.3| 20 |[3.8
| Total | - L - ] 145 J2248Jo7f[48] - | - | -J] - | 48 [224803[63] - | - | -]
7 (Bias)% = { [ | BEHPHME (Mean) - BAE{E (Target) | 1/ BEME (Target) } x 100%
4HERZE (TE, Total Error)% = g27= (Bias)% + 2 x B REAE (CV)
o (Sigma) = (TEa% - 587 (Bias)%) / Rt BERMAE (CV)
[TOP]
Reagent Kit Reagent Code

Trinity 1




HixEREAr GOPD EEfgEE N mESRET4ER (BKR)
2 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) ]| Change |

73F Reagent Kit  [1 - Trinity vI Change

FIENM@E_
| Control N H#sHEA R4 Z EElR |
| | | Control N (Lot No.: AD0326N) |
| | | Month (2016/08) [l CUM (2014/05/01~2016/08/31) |
UnitiD £ Reagent Kit Target Mean n for S_D CV | TE || TEa s Target Mean n for D CV | TE | TEa -
= (Code) £ (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean %) | (%) | (%)
Lab001 1 14.2 - 0 j - - | 20 - 14.2 14.8 1 - - - | 20 -
Lab003 1 14.8 14.5 26 |[14][9.7]213] 20 1.9 14.8 14.5 636 [|0.8] 5.5 13.1] 20 |3.3
Lab004 1 15.0 153 2 -] - - |l 20 - 15.0 15.0 100 03] 2.0 4.0 || 20 | >6
Lab006 1 14.8 14.8 5 Jlo3][20] 41 ] 20 |[>6 14.8 14.8 98 | 0.6] 4.1 81 || 20 |49
Lab007 1 13.8 - o -1 - - | 20| - 13.8 13.7 244 0.5( 3.6 8.0 || 20 |54
Lab008 1 15.0 14.4 9 Jlo2][14] 68 ] 20 [>6 15.0 14.5 180 [[0.6] 4.1 | 11.6] 20 4.1
Lab010 1 14.8 143 2 |- - - |l 20 - 14.8 14.3 88 |[0.5] 3.5 104 20 |47
Lab011 1 14.8 14.7 4 Jo3][2.0] 48] 20 | >6 14.8 14.9 113 0320 47 | 20 | >6
Lab012 1 14.8 14.0 6 Jlo3][2.0] 97 ] 20 |[>6 14.8 14.2 110 |04 2.8 9.7 || 20 |57
Lab013 1 15.0 14.9 9 Jlo2][13] 3.4 ] 20 |[>6 15.0 14.9 193 |02 1.3 3.4 | 20 |[>6
Lab014 1 14.8 15.0 9 Jl03][2.0] 5.4 ] 20 [>6 14.8 14.8 143 0427 54 | 20 | >6
Lab015 1 14.8 - o -1 - - | 20 | - 14.8 14.4 174 0.8 5.6 || 13.8] 20 |3.1
Lab016 1 14.8 14.7 3 Jlo2][14] 3.4 ] 20 [>6 14.8 14.9 55 J0.1][07 ] 2.0 | 20 |>6
Lab029 1 14.8 14.9 5 Jlo.o][o0] 07 ] 20 |[>6 14.8 14.9 113 03[ 2.0 47 || 20 || >6
Total 14.6 80 |[0.9][ 6.2 - - - 14.5 2248 |0.7] 4.8 | - - -
B (Bias)% = { [ | FEFPIME (Mean) - HEUE (Target) | 1/ EBHE (Target) } x 100%
Y8R (TE, Total Error)% = $22= (Bias)% + 2 x BETEEAE (CV)
o (Sigma) = (TEa% - $27= (Bias)%) / BatBEMAE (CV)
A&zt : [2016 v][08 V]| Change BEHIART (CUM) = H [2014 v][05 V|[01 V| 2 [2016 V][08 V|[31 V]| Change
[TOP]
| Control D H#s ARG HaT ZEEER |
| I | Control D (Lot No.: AD0326D) |
| I | Month (2016/08) Il CUM (2014/05/01~2016/08/31) |
UnitiD £ Reagent Kit Target Mean n for D CV || TE | TEa - 1 Target Mean n for D CV | TE | TEa -
= (Code) £ (U/gHb) || (U/gHb) | Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab001 1 4.6 - 0 - - - 20 - 46 5.0 1 - - - |20 -
Lab003 1 5.0 5.4 26 Jo5] 93 ]26.5] 20 J[13][][ 5.0 4.9 636 |04 82 18.3] 20 2.2
Lab004 1 5.0 52 2 - - - 20 ] - 50 4.9 100 0.2 4.1 1021 20 |44
Lab006 1 5.0 49 5 Jo2] 41 ] 102] 20 J44]][ 5.0 4.9 98 03] 6.1 142 20 [3.0
Lab007 1 4.5 - 0 - - - 20 -0 45 4.5 244 02| 44 89 | 20 |45
Lab008 1 5.0 4.5 9 Joaf 22 ]144] 20 J45]][ 5.0 4.6 180 0.3 6.5 21.0] 20 |18
Lab010 1 5.0 43 2 - - - 20 ] - 50 4.8 88 ][0.3] 6.3 16.5| 20 ||2.5
Lab011 1 5.0 5.0 4 Joa] 20 40 20 [>6][][ 5.0 5.1 113 0239 9.8 20 |46
Lab012 1 5.0 4.8 6 Joi[21] 82 20 |>6]][ 5.0 4.7 110 0.2 43 145] 20 ||3.3
Lab013 1 4.7 4.6 9 Joif22] 65 20 |>6]][ 47 4.6 193 02 43| 10.8] 20 |42
Lab014 1 5.0 4.7 9 Jo2] 43 ]145] 20 |33][][ 5.0 4.7 143 02|43 145] 20 ||3.3
Lab015 1 5.0 - 0 - - - 20 - [ 50 4.9 174 0.3 6.1 | 14.2] 20 [3.0
Lab016 1 5.0 4.9 3 Joa20] 61 ] 20 |>6]][ 5.0 4.9 55 0.1 2.0] 6.1 20 [|>6
Lab029 1 5.0 4.9 5 Jo2] 41 ] 102] 20 J44]][ 5.0 4.8 113 J0.2] 42| 123 20 |3.8
| Total | - - T 49 T 80 Josfuoa] - [ - [-JOC - [ 48 [2248J03]63] - [ - -]
22 (Bias)% = { [ | BEFPHYME (Mean) - HBUE (Target) | 1/ EBHUE (Target) } x 100%
YEIRZE (TE, Total Error)% = gR2= (Bias)% + 2 x BEF @ RIAEL (CV)
o (Sigma) = (TEa% - £Rz= (Bias)%) / Bel B E(&E (CV)
A#ist : [2016 V][08 V]| Change REHEARE (CUM) = B [2014 v][05 V] [01 V] Z[2016 v][08 V|[31 V]| Change
[TOP]

Reagent Kit Reagent Code
Trinity 1
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