2016 # 11 *

GOPD % k% FHIP NFE - HFE |

- G SN ETA FHREPNEEREFZRE
Control N Control D
G6PD
(Lot No.:AD0326N) (Lot No.:AD0326D)
e H > 10 10

B IFHC (n) 81 81
¢ = #ir (Median) 14.8 (U/gHb) 5.1 (U/gHDb)
T i=E (Mean) 14.7 (U/gHb) 5.2 (U/gHDb)

%1 (SD) 0.6 0.5
%3 % (CV) 4.1% 9.6%

G6PD t& % (& [l 13.2 ~16.0 (U/gHDb) 4.3 ~6.1 (U/gHDb)

Hb & % & 4 ¥l 2.0~2.7 (g/dL) 2.1~2.7(g/dL)
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** G6PD Method = Trinity reagent kit, 37°C
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G6PD & EiniaIElaE s T45 R K SDI 734

#5EJ% LotNo © ADD326N (2014-04-01 ~ 2100-12-31)  Change
S
. %R :Lab014 |
| \ Control N | Control D
| QC Control Lot No. \ AD0326N | AD0326D
BRI Month CuMm Month CUM
e (2016/11) | (2016/09/01~2016/11/30) | (2016/11) | (2016/09/01~2016/11/30)
| B (N) 10| 26 10| 26
| Z:TH(E (Mean)UigHb | 151 | 14.9 | 49 | 4.9
| Z - EdE7E (SD) 02 | 0.4 | 02 | 0.2
| BEEHEREEH(CV) % 13| 2.7 |41 4.1
| EfEfE (Target)UigHb | 148 | 14.8 | 50 | 5.0
| 4z (TE) % a7 | 6.0 | 102 | 10.2
| AEFFdEsE (TEa)% | 20 | 20 | 20 | 20
| o 6| >6 | 44| 4.4
872 (Bias)% = { [ | REFH5(H (Mean) - BT (Target)| ]/ HFE{H (Target) } x 100%
4572 (TE, Total Error)% = 327 (Bias)% + 2 x ZEE1 F 48 (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt 5 x4 (CV)
B4zt © 2016 11 Change ; ZETHARG (CUM): H 2016 09 01 % 2016 11 30 Change
[TOP]
Control N SDI 43{fi[E]
Lot No.: ADO326N ; f#BgiAfs : 2016-09-01 = 2016-11-30 ; F1E{H (Target) : 14.8 ; &% {452 (SD) : 0.5 AL : Lab014
Lab014
+3 5.0,
+2 5.0,
> > . L ] L ] &
+1 5.0, o * . . '3 . » R " R '] *
Target * o * . * . * 3
-1 5.D. r .
-2 5.0, L]
-3 5.D.
Date 09-02 09-06 09-09 09-13 09-16 09-20 09-23 09-27 09-30 10-04 10-07 10-11 10-18 10-21 10-24 10-28 11-01 11-04 11-08 11-11 11-15 11-18 11-18 11-22 11-25 11-29

H#tst© 2016 11 Change ; ZEHHARG (CUM): H 2016 09 01 & 2016 11 30 Change
[TOP]
~ Control D SDI 5{ilEl |
Lot No.: AD0326D ; fEsHAR] : 2016-09-01 & 2016-11-30 ; HiZ{H (Target) : 5.0 ; £ T4 (SD) : 0.3 Eifir : Lab014
Lab014
+3 5.0,
+2 5.0,
+1 5.0,
o
Target i it 2 = = =
o 8 o o s a o . (=] =] o o o
=1 5,0, 8 a8 B o a
=2 5.D.
=3 5.0,
Date 09-02 09-06 09-09 09-13 09-16 09-20 09-23 09-27 09-30 10-04 10-07 10-11 10-18 10-21 10-24 10-28 11-01 11-04 11-08 11-11 11-15 11-18 11-18 11-22 11-25 11-29

B4zt : 2016 11

Change

ZEHHART (CUM) : 5§ 2016 09 01 & 2016 11 30

Change

[TOP]



Control N 5z Control D SDI
paxiifli=|

Lot No.: ADO326N ; f&EgHART © 2016-09-01 % 2016-11-30 ; HAZ{H (Target) : 14.8 ; &% {T4E== (SD): 0.5 (o)

Lot No.: AD0326D ; fgEaffifs] : 2016-09-01 Z5 2016-11-30 ; {4 (Target) : 5.0 ; &#fm43% (SD): 0.3 (o) Hifir : Lab014
Lab014
+3 5.0,
+2 5.0,
+1 5.0, o - . L 2 * * R . ) . ; ) a
foreet h B o © ¢ ; . 8 : i o a (=] o o o ; ; ®
-1 5,0, =) . a8 =)
[
-2 5,0, L
=3 5.0,
Date 09-02 09-06 09-09 09-13 09-16 09-20 09-23 09-27 09-30 10-04 10-07 10-11 10-18 10-21 10-24 10-28 11-01 11-04 11-08 11-11 11-15 11-16 11-18 11-22 11-25 11-29
H4%ist © 2016 11 Change ; ZEHHARI (CUM): 5 2016 09 01 % 2016 11 30 Change

[TOP]




ZreERE AL GOPD E &k NEME

¥E#Z LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) v| Change |

#EE Reagent Kit : [1 - Trinity v| Change |

FetésR (BR—)

R&iat
&t Aty © 2016 v|[11 v|| Change
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

.4 || ReagentKit | Target | Mean || nfor CV|| TE || TEa Target | Mean | n for CV| TE || TEa
UnitlD = 4oyt [ Uighb) || (Urghb) || Mean || 5P| )| ) | ) || © |||| (Ureib) | (UrgHb) | Mean | 5P| @) |[ ) || °
Lab003 1 148 | 141 | 24 |o4]2.8][104] 20 |[55][] 50 56 | 24 Jo2][3.6]19.1][ 20 |[2.2]
Lab004 1 15.0 150 | 5 Jo4f27][ 53] 20 |[>6][][ 5.0 5.0 5 Jo-2][4.0] 8.0][ 20 ][5.0]
Lab006 1 14.8 154 | 4 J[o.6]3.9][11.8] 20 J[4.1][][ 5.0 5.2 4 Jo3][5.8]15.5][ 20 |[2.8]
Lab008 1 14.5 14.2 9 Jo3]2.1][ 63 ] 20 ][>6][][ 46 45 9 Jo2J[44]11.1][ 20 |[4.1]

[ Labo10 | 1 [ 128 |[ 156 | 4 Jo4]26][105] 20 |[56|][ 50 | 53 | 4 Jo.2][3.8]13.5] 20 |[3.7]
[ Lab012 | 1 [ 148 ][ 142 [ 5 Jo.7]4.9][13.9] 20 33][ 50 | 59 J 5 Jo.2][3.4]24.8] 20 ][0.6]
|_Lab013 | 1 [ 150 [ 151 ][ 9 Jo2f3][33 20 ][>6][][ 47 | 47 | 9 Jo2][43]8.5] 20 ][4.7]

Lab014 | 1 [ 148 [ 151 ][ 10 Jo2]13][47 20 ][>6][][ 50 ] 49 | 10 Jo.2][4.1]10.2][ 20 |[4.4]

| Lab016 | 1 [ 148 [ 149 ][ 4 Jo2f1t3][34 ] 20][>6][][ 50 | 48 | 4 Jo2][42]12:3][20][3.8]

Lab029 1 14.8 15.0 7 Jlo.1]0.7][ 2.7 ] 20 |[>6][][ 5.0 5.0 7 Jo.1][2.0] 4.0][ 20
Total 147 ][ 81 J[o.6] 4.1 -0 - 52 | 81 Jos]loe] - ][ - [ -]

A2 (Bias)% = { [ I;?;iuﬁi@{a (Mean) - E/#8{E (Target) | ]/ BAE{ (Target) } x 100%
=872 (TE, Total Error)% = gR7= (Bias)% + 2 x B &8 (CV)
o (Sigma) = (TEa% - BR7E (Bias)%) / RetEEEAEL (CV)
[TOP]

FEHHART : A [2014 v][05 v][01 V] % [2016 V][11 v][30 V][ Change |

RETGGTR

Control N (Lot No.: AD0326N)

Control D (Lot No.: AD0326D)

o Reagent Kit || Target Mean || n for CV|| TE || TEa I Target Mean || n for CV| TE ||TEa
UnitlD £ | ey ¢ || (Ulghb) || (Urghb || Mean || 5P @4)|[ %) [ %) || © ||| (Urgtib) | (UrgHb) | Mean | SP (@) | %) |[ %) || ©
Lab00! 1 14.2 14.8 - - 20 - |46 5.0 HEE 20 [ -]
Lab003 1 14.8 145 [ 705 J[0.8]5.5][13.1] 20 |[3.3][][ 5.0 49 | 705 Jo.4|[82]183][ 20 |[2.2]
Lab004 1 15.0 150 [ 113 Jlo.3][2.0][4.0 ] 20 |[>6][][ 5.0 4.9 113 JJ0.2][4.1]10.2][ 20 |[4.4]

[ Lab006 | 1 [ 148 ][ 148 [ 110 Jlo.s41][8.1 ] 20 J[49]][ 50 ] 49 ] 110 Jo.3][6.1][14.2][ 20 |[3.0]
| Lab007 | 1 [ 138 [ 137 ][ 244 Jlo5][3.6][8.0 [ 20 |[54][][ 45 | 45 | 244 Jo2][4.4] 8.9][ 20 |[4.5]

Lab008 | 1 [ 145 ][ 144 [ 206 Jlo.6]42][9.0 [ 20 J[46][][ 46 ] 46 | 206 J0.3][6.5]13.0][ 20 |[3.1]

|_Lab010 | 1 [ 148 J[ 144 ][ 99 Jos[35][96 ] 20 ]49][][ 50 | 48 ] 99 Jo.3][63]16.5][ 20 |[2.5]

Lab011 1 14.8 149 ][ 122 Jl0.3]2.0][ 4.7 [ 20 |[>6][][ 50 5.1 122 J0.2][3.9] 9.8 ][ 20 ][4.6]
Lab012 1 14.8 142 ][ 124 J[o.5][3.5][11.1] 20 [[4.6][][ 5.0 48 | 124 Jo.4][83]20.7] 20 |[1.9]
Lab013 1 15.0 149 [ 218 J[02][1.3][ 3.4 [ 20 |[>6][][ 47 46 | 218 Jo.2][43]10.8] 20 |[4.2]
Lab014 1 14.8 148 [ 169 J[0.4]2.7][ 5.4 ] 20 |[>6][][ 5.0 48 | 169 Jo.2][4.2]12.3]] 20 |[3.8]
Lab015 1 14.8 144 ][ 174 J[0.8] 5.6][13.8] 20 |[3.1][][ 5.0 49 | 174 Jo3] 6.1]14.2] 20 |[3.0
Lab016 1 14.8 149 ][ 66 Jlo.1]0.7][2.0 [ 20 |[>6][][ 5.0 4.9 66 Jo.1][2.0] 6.1][ 20 |[>6]

[ Lab029 | 1 [ 148 [ 149 | 127 J[03]2.0][ 47 || 20 [>6][J[ 50 | 48 [ 127 Jo2][42]12.3][ 20 |[3.8]
| Total | - I 145 Ja4zs]forflas] - - JL-J0C - 48 (2478 Jo3]fe3] - |- I[-]
A= (Bias)% = { [ |§“+:Fi’:]ﬁ (Mean) - H1E{H (Target)l / HfE{E (Target) } x 100%
4HER = (TE, Total Error)% = ERZ= (Bias)% + 2 x BEEE(&AE (CV)
o (Sigma) = (TEa% - ZR7= (Bias)%) / RatEER{HEL (CV)
[TOP]
Reagent Kit Reagent Code

Trinity

1




EixER B GoPD E B N mEFRTER (BRT)
3= LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

73F Reagent Kit  [1 - Trinity vI Change

BIEN@E_
| Control N Gt Bl 4aT 2 ik |

| | | Control N (Lot No.: AD0326N) |

| I | Month (2016/11) I CUM (2014/05/01~2016/11/30) |
UnitlD & Reagent Kit Target Mean n for SD CV || TE || TEa T_ Target Mean n for SD CV | TE || TEa s

- (Code) * (U/ghb) || (U/gHb) || Mean @) || (%) || (%) (U/gHb) || (U/gHb) || Mean %) | %) | (%)

Lab001 1 14.2 } o - - - 120 - 0 122 14.8 - - 2o -]
Lab003 1 14.8 14.1 24 Jo4] 28 104] 20 |[55][][ 1438 14.5 705 0.8 5.5 | 13.1] 20 ][3.3]
Lab004 1 15.0 15.0 5 Joa]27] 53 [ 20 |[>6][][ 150 15.0 113 Jo3] 2.0 4.0 | 20 ][>6]
Lab006 1 14.8 15.4 4 Joe] 3.9 18] 20 J[4.1][][ 148 14.8 110 Jlo.6] 4.1 ] 8.1 | 20 ][4.9]
Lab007 1 13.8 - o -1 -1 -2 - 138 13.7 244 J05] 3.6 80 | 20 |[5.4]
Lab008 1 14.5 14.2 9 Jo3J 21 63 ][ 20][>6][][ 145 14.4 206 J[0.6][ 4.2 ] 9.0 | 20 |[4.6]
Lab010 1 14.8 15.6 4 Jo4] 2.6 105][ 20 |[5.6][][ 148 14.4 99 Jlo5][3.5] 9.6 | 20 |[4.9]
Lab011 1 14.8 - 0 - - 20 -] 148 14.9 122 Jl03] 2.0 47 ] 20 |[>6]
Lab012 1 14.8 142 5 Jo7][ 49 [13.9] 20 |[33][][ 1438 14.2 124 JJo.5]3.5 1.1 20 ][4.6]
Lab013 1 15.0 15.1 9 Jo2] 13 33 ][ 20 ][>6]][ 15.0 149 ][ 218 Jo2] 1.3 ] 3.4 | 20 |[>6]
Lab014 1 14.8 15.1 10 Jo2] 13 ] 47 ][ 20 ][>6][][ 148 14.8 169 JJ0.4] 2.7 5.4 | 20 ][>6]
Lab015 1 14.8 - o -0 - - 20 ][ - [ 148 144 ][ 174 Jo.8] 5.6 [13.8] 20 ][3.1]
Lab016 1 14.8 14.9 4 Jo2] 13 ] 34 ][ 20 |[>6][][ 148 14.9 66 Jo.1] 0.7 2.0 ] 20 ][>6]
Lab029 1 14.8 15.0 7 Joa]o7 ] 2.7 ][ 20 |[>6][][ 1438 149 ][ 127 JJo3] 2.0 47 ] 20 ][>6]
Total - - 14.7 81 Joslar] - | - -1 - 145 |[2478 Jo7 48] - [ - [ -]

ER2E (Bias)% = { [ | BEHPI9E (Mean) - ERE{E (Target) | 1/ BHEE (Target) } x 100%

#83R7= (TE, Total Error)% = 3= (Bias)% + 2 x REHERAR(CV)

o (Sigma) = (TEa% - F&z= (Bias)%) / Rt ERMAEL (CV)

Bzt [2016 V|[11 V]| Change BEHHART (CUM) : H [2014 v][05 V|[01 V] & [2016 Vv|[11 V]|[30 V]| Change

[TOP]
| Control D H#&rat 1 Zet#at < thlER |

| I | Control D (Lot No.: AD0326D) |

| I | Month (2016/11) I CUM (2014/05/01~2016/11/30) |
UnitlD & Reagent Kit Target Mean n for SD CV || TE || TEa T_ Target Mean n for SD CV | TE || TEa T

- (Code) * (U/ghb) || (U/gHb) || Mean @) || (%) || (%) (UlgHb) || (U/gHb) || Mean %) || %) | (%)

Lab001 1 4.6 - 0 - - 20 - 46 5.0 1 - - 20 ][]
Lab003 1 5.0 5.6 24 Jlo2] 3.6 J[19.1][ 20 J[22][][ 5.0 4.9 705 Jo.4] 82 ] 18.3] 20 |[2.2]
Lab004 1 5.0 5.0 5 Jo2]40] 80 ][ 20 |[50][][ 5.0 49 113 Jlo2] 4.1 ][ 102] 20 |[44]
Lab006 1 5.0 5.2 4 Jo3] 58] 155][ 20 J[28][][ 5.0 49 110 Jl03] 6.1 [ 14.2] 20 ][3.0]
Lab007 1 45 - o -1 -1 - 20 -[ 45 45 244 J02] 4.4 ] 89 | 20 |[4.5]
Lab008 1 4.6 45 9 Jlo2f 44 1r1][ 20 J[41][][ 46 46 206 03] 65 [[13.0] 20 |[3.1]
Lab010 1 5.0 53 4 Jo2]3.8]13.5][ 20 |[3.7][][ 5.0 438 99 03] 63 ] 16.5] 20 |[2.5]
Lab011 1 5.0 - o -1 -1 - 20 ][-]J0[ 50 5.1 122 J02]3.9] 9.8 ] 20 |[4.6]
Lab012 1 5.0 5.9 5 Jo2] 3.4]248] 20 Jlo.s][][ 5.0 438 124 J0.4] 83 ][20.7] 20 ][1.9]
Lab013 1 47 47 9 Jlo2] 43 ] 85 20 |[47][][ 47 4.6 218 J0.2] 43 ] 10.8] 20 |[4.2]
Lab014 1 5.0 49 10 Jlo2] 41 102][ 20 [[44][][ 5.0 438 169 Jl02] 42 ] 12.3] 20 |[3.8]
Lab015 1 5.0 - o -1 -1 - 20 ][ -] 50 49 174 03] 6.1 [ 14.2] 20 ][3.0]
Lab016 1 5.0 438 4 Jo2] 42 123][ 20 |[38][][ 5.0 49 66 Jl0.1] 2.0 6.1 ] 20 |[>6]
Lab029 1 5.0 5.0 7 Joa] 2.0] 40 ][ 20 |[>6][][ 5.0 438 127 Jo2] 4.2 ][ 12.3] 20 ][3.8]

| Total | - [ - I 52 8t Josfoe] - J[ - J[-10C - [ 48 (2478 o3[ 63| - I - J[ -]

ERZE (Bias)% = { [ | BEHPI9E (Mean) - EFE{E (Target) | 1/ BHEE (Target) } x 100%

#83R7= (TE, Total Error)% = 37 (Bias)% + 2 x REHERAR(CV)

o (Sigma) = (TEa% - FRz= (Bias)%) / Rt ERMREL (CV)

Bzt [2016 V|[11 V]| Change BEHHART (CUM) : H [2014 v][05 V|[01 V] & [2016 Vv|[11 V]|[30 V]| Change

[TOP]
Reagent Kit Reagent Code

Trinity 1
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