2017 # 01 * G6PD % £#% FHZP N&5F+HFL |

— o~ S E A FRIPINEE LR
Control N Control D
G6PD
(Lot No.:AD0326N) (Lot No.:AD0326D)
St H > 10 10
Bow 3R Fe (n) 62 62
® =% (Median) 14.8 (U/gHb) 5.0 (U/gHb)
T2 (Mean) 14.7 (U/gHb) 5.2 (U/gHb)
&% (SD) 0.4 0.6
%3 %k (CV) 2.7% 11.5%
G6PD t& &% & 4 [l 13.7 ~ 15.6 (U/gHb) 4.4 ~ 6.3 (U/gHb)
Hb & % (& 4 [l 2.0~2.7 (g/dL) 2.2~2.7(g/dL)

FRE S D2ME v Rt BB Ar
** G6PD Method = Trinity reagent kit, 37°C
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G6PD & &l N in B &4 A ke SDI 73

#5E4% LotNo :© ADO0326N (2014-04-01 ~ 2100-12-31)  Change
BENE2
. WREREfL:Lab012 |
\ ] Control N \ Control D
\ QC Control Lot No. y AD0326N \ AD0326D
BRI Month CUM Month CUM
AR (2017/01) |  (2016/09/01~2017/01/31) | (2017/01) |  (2016/09/01~2017/01/31)
\ B (N) 6 | 26 6 | 26
| E:TH9(E (Mean)UigHb [ 142 | 14.2 | 59 | 5.7
\ ZfmEzE (SD) | 04 | 0.5 03 | 0.5
| EEEEAE(CV)% | 28 | 35 51| 8.8
\ Elf&{# (Target) U/gHb | 148 | 14.8 | 50 | 5.0
\ Yaznse (TE) % [ 97 11.1 | 282 | 31.5
| AAEFMEsRE (TEa) % |20 | 20 20 | 20
\ o | 57 | 4.6 04 | 0.7
7% (Bias)% = { [ | B&F 98 (Mean) - HE(E (Target)| ]/ EFE{E (Target) } x 100%
4z (TE, Total Error)% = 57 (Bias)% + 2 x REat8 E (4% (CV)
o (Sigma) = (TEa% - #3572 (Bias)%) / HaT4 (%8 (CV)
H%Ef : 2017 01 Change ; ZEEFHARY (CUM): [ 2016 09 01 % 2017 01 31 Change
TOP
Control N SDI 73 [E]
Lot No.: ADO326N ; #iERHAfE : 2016-09-01 % 2017-01-31 ; EfZ{H (Target) : 14.8 ; &%= (SD): 0.5 Hifir : Lab012
Lab012
+3 5.0,
+2 5.0,
+1 5,0,
Target hd .
. . . ° * o« o i
-1 5,D, L 2 - - . . * .
-2 5,0, + + . L] [ ]
-3 5.0, * L ] -
Date 09-05 09-14 09-19 10-11 10-14 10-18 10-19 10-24 10-31 11-08 11-15 11-15 11-23 11-28 12-01 12-06 12-12 12-16 12-21 12-28 01-02 01-06 01-13 01-14 01-20 01-Z6
H%tzt© 2017 01 Change ; ZEHHART (CUM): H 2016 09 01 & 2017 01 31 Change
TOP
Control D SDI 4 /fil&]
Lot No.: AD0326D ; #EgHAf : 2016-09-01 = 2017-01-31 ; HE({E (Target) : 5.0 ; ¥ f#432 (SD) : 0.3 Hifir : Lab012
Lab012 E ] o o 0o 5]
+3 5.0, =3 = = = & =
=]
+2 5.0, = 8 = o =)
(] [u]
+1 5.0,
Target
a
-1 5.D. o
=2 5,0, =)
=3 5.0,
Date 09-05 09-14 09-19 10-11 10-14 10-18 10-19 10-24 10-31 11-08 11-15 11-15 11-23 11-258 12-01 12-06 12-12 12-16 12-21 12-28 01-02 01-06 01-13 01-14 01-20 01-Z8

AT

2017 01

Change

; ZEEHHIR (CUM) : B 2016 09 01 £ 2017 01 31

Change

[TOP]



Lab012
+3 5,0,

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

=3 5.D.

Control N ; Control D SDI

3

Lot No.: AD0326N ; i&ERHART © 2016-09-01 % 2017-01-31 ; HiZ{H (Target) : 14.8 ; &#fT#35 (SD): 0.5 (o)
Lot No.: AD0326D ; 4 ERHART © 2016-09-01 2 2017-01-31 ; FIZ(H (Target) : 5.0 ; %@ (SD): 0.3 (o) Bfir : Lab012
5] = 5] ] 5] 5] = 5]
B B =] - _ o
a—=a —p a
o o _
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o S $ e ¢ * . ° . > - .
L O 2 *
.
[ ]
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TOP




Z1REREA GoPD BB NHmESEHER (BR—)

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

&2 Reagent Kit : [1 - Trinity v

~ A%etR |
Giat A : 2017 v][01 V][ change |
I | Control N (Lot No.: AD0326N) I Control D (Lot No.: AD0326D) |
.4 || ReagentKit || Target || Mean | nfor CV|| TE || TEa Target || Mean | n for CV || TE | TEa
UnitlD = 0046y £ || (UrgHb) || (U/gHb) | Mean SPl@nll ea)l[ o) | © ||| Uretib) || (Uretib) | Mean [P | @) || ) | @) || ©
Lab003 1 14.8 14.8 13_JJo.5]3.4][6.8][ 20 |[5.9][][ 5.0 5.9 13_JJ0.2] 3.4 ][24.8] 20 ][0.6]
Lab004 1 15.0 14.7 4 Jos]20]e1][ 20 [>6][][ 5.0 5.0 4 Jo.1] 2.0][4.0] 20 |[>6]
Lab006 1 14.8 14.9 4 Jo.aJlo.7][2.0][ 20 [>6][][ 5.0 53 4 Jo.0] 0.0 ][ 6.0 ] 20 |[>6]
Lab008 1 145 143 8 Jo2]14][42][ 20 [>6][][ 46 4.4 8 Jo.1]2.3][8.9 ] 20 ][>6]
Lab010 1 14.8 15.5 3 Jo.1Jo.s][6.0][ 20 [>6][][ 5.0 52 3 Jo.o] 0.0][4.0] 20 |[>6]
Lab012 1 14.8 142 6 Jo.4]2.8]9.7][ 20 [5.7)[][ 5.0 5.9 6 J03] 5.1][28.2] 20 ][0.4]
Lab013 1 15.0 14.9 8 Jo2]13][3.4][ 20 |>6][][ 4.7 47 8 Jo.a] 2.1][4.3 ] 20][>6]
Lab014 1 14.8 14.8 9 Jlo2] 14][2.7][ 20 [>6][][ 5.0 4.8 9 Jo.a] 2.1][82] 20 |>6]
| Labol6 || 1 | 148 [ 149 | 4 Jo2J13][34)[20]>6][ 50 [ 49 | 4 Joz2]4.1][102] 20 ]4.4]
Lab029 1 14.8 14.9 3 Jo3]2.0][4.7][ 20 [>6][][ 5.0 5.0 3 Jo.a] 2.0][ 4.0 20][>6]
Total - 147 | 62 Jo.4]27 - -0 - 5.2 62 Joe]1s][ - [ - J[-]
?.'%% (Bias)% = { [ I%‘;”rﬂ?i@ﬁ (Mcan) - EIBRH (Target)| |/ EBRMEL (Target) | x 100%
#H=RE (TE, Total Error)% = #2% (Bias)% + 2 x BEHERE(LE (CV)
o (Sigma) = (TEa% - 3Rz= (Bias)%) / REHBRIAE (CV)
[TOP]
BETHETE
AR © © [2014 v][05 v|[01 V| Z [2017 V|[01 V][31 V]| Change |
Control N (Lot No.: AD0326N) Control D (Lot No.: AD0326D)
¢ || ReagentKit || Target || Mean || nfor CV| TE ||TEa Target | Mean | n for CV | TE || TEa
UnitlD = 11 co4ey £ || (U/gHD) || (U/gHD) || Mean SPl o[ o) || o) || © || (Uretib) | (U/gHb) | Mean |5 @) | @) || (%)]| ©
Lab001 1 142 14.8 1 [--1 -120] - 46 5.0 U [ - - - 120 i
Lab003 1 14.8 145 ][ 744 [o.8]5.5]13.1][ 20 |[3.3 5.0 4.9 744 J0.4] 8.2 [18.3][ 20 |[2.2]
Lab004 1 15.0 150 | 121 |[o3]2.0] 4.0 20 |[>6 5.0 4.9 121 Jo0.2][ 4.1 ][102][ 20 |[4.4]
Lab006 1 14.8 148 [ 117 J[o.6]4.1] 8.1 ][ 20 [[4.9 5.0 4.9 117 Jo.3][ 6.1 J14.2][ 20 ][3.0]
Lab007 1 13.8 13.7 ][ 244 |[0.5]3.6] 8.0 20 |[5.4 45 45 244 JJ02][44 8.9 ][ 20 |[4.5]
Lab008 1 145 144 [ 223 |lo.6]4.2] 9.0 20 |[4.6 4.6 4.6 223 J0.3][ 6.5 | 13.0][ 20 |[3.1]
Lab010 1 14.8 144 [ 105 |[o.6]4.2]11.0][ 20 |[4.1 5.0 4.8 105 J0.3][ 6.3 ][16.5][ 20 ][2.5]
Lab011 1 14.8 149 |[ 122 |[o3]2.0] 4.7 ][ 20 |[>6 5.0 5.1 122 J0.2][ 3.9 ][ 9.8 ][ 20 |[4.6]
Lab012 1 14.8 142 || 136 |[0.4]2.8] 9.7 || 20 |[5.7 5.0 4.9 136 [[0.5][10.2]22.4][ 20 |[1.8]
Lab013 1 15.0 149 [ 235 |[o.2][1.3] 3.4 ][ 20 |[>6 47 4.6 235 JJ0.2][4.3 [10.8][ 20 |[4.2]
Lab014 1 14.8 148 [ 187 |[0.4][2.7] 5.4 ][ 20 |[>6 5.0 4.8 187 JJ0.2][ 4.2 ]12.3][ 20 |[3.8]
Lab015 1 14.8 144 [ 174 lo.8] 5.6 ]13.8]] 20 [[3.1 5.0 4.9 174 J0.3][ 6.1 |[14.2][ 20 ][3.0]
Lab016 1 14.8 14.9 74 J[0.1]0.7] 2.0 ][ 20 |[>6 5.0 4.9 74 Jl0.2] 4.1 J10.2][ 20 |[4.4]
Lab029 1 14.8 149 [ 133 |[o.3][2.0] 4.7 ][ 20 |[>6 5.0 4.9 133 J0.2][ 4.1 ][10.2][ 20 ][4.4]
Total - 145 |/ 2616 |[0.7] 4.8 - 48 ] 2616 Joa][83] - | - ][ -]
?.'%% (Bias)% = { [ Ii?;”rﬂ?iéjﬁ (Mean) - B fE{E (Target) | 1/ EEUE (Target) } x 100%
#E=RE (TE, Total Error)% = 2222 (Bias)% + 2 x BEHERE(LE (CV)
6 (Sigma) = (TEa% - 87 (Bias)%) / RETEEIMAE (CV)
[TOP]
Reagent Kit Reagent Code

Trinity 1




ZiabgEr GoPD E EMRER NHmEGHER (BR2)

%42 LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) /| Change |

7842 Reagent Kit : [1 - Trinity vI Change

BIENfE—
| Control N H#5THL HET4rat Z ELESR |
| I | Control N (Lot No.: AD0326N) |
| I | Month (2017/01) [l CUM (2014/05/01~2017/01/31) |

. s Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV | TE || TEa
UnitlD £ 1| ey £ || (Urghtb) || (Urghb) || Mean | 5P| @) || @) | @) || © | || (Urettb) | (Urghb) | Mean | 5P | ca) | ) || ) |
Lab001 1 142 - o [[-]-1-1z20]- 142 14.8 t [ -1-1 - 127 -
Lab003 1 14.8 14.8 13 Jos][3.4]68] 20]5.9 14.8 145 744 J[0.8]5.5][13.1][ 20 [[3.3
Lab004 1 15.0 14.7 4 Jo3]20]e61] 20]>6 15.0 15.0 121 [o3][2.0] 401 20 |[>6
Lab006 1 14.8 14.9 4 Jot]o7]20] 20>6 148 14.8 117 Jlos|4.1] 8.1 20 [[4.9
Lab007 1 13.8 - o [[-]-1-1z20] - 13.8 13.7 244 [05]3.6] 8.0] 20 [[5.4
Lab008 1 145 14.3 8 [o2]1af42] 20][>6 145 144 223 [o.6][42] 9.0 20 [[4.6
Lab010 1 148 15.5 3 Jo.1]os6]6.0] 20 [>6 148 144 105 Jlos][42]11.0][ 20 [4.1
Lab011 1 14.8 - o [--1-120] - 14.8 14.9 122 [o3]2.0] 471 20 |[>6
Lab012 1 14.8 14.2 6 [o4][2.8]9.7] 20 5.7 14.8 142 136 [0.4][2.8] 9.7 ][ 20 |[5.7
Lab013 1 15.0 14.9 8 Jo2]13]34] 20][>6 15.0 14.9 235 [[02][1.3] 3.4 [ 20 |[>6
Lab014 1 14.8 14.8 9 [o2][taf27] 20>6 14.8 14.8 187 [[0.4][2.7] 5.4 ][ 20 |[>6
Lab015 1 14.8 - o [ -] -1-120]- 14.8 14.4 174 [0.8] 5.6 | 13.8]] 20 |3.1
Lab016 1 14.8 14.9 4 Jo2][13]3.4] 20 |[>6 14.8 14.9 74 Jlo.1]0.7] 2.0 20 [>6
Lab029 1 14.8 14.9 3 [03]20]47] 20 |[>6 14.8 14.9 133 [[03]2.0] 471 20 |[>6
Total - - 14.7 62 [oaf27] -1 -1 - - 145 | 2616 [o7]48] - | - | -
822 (Bias)% = { [ | BEFFIS(E (Mean) - EIBHE (Target) | |/ FARH (Target) } x 100%

#HEAZE (TE, Total Error)% = g&7% (Bias)% + 2 x BHETHEEMAE (CV)
o (Sigma) = (TEa% - g&z% (Bias)%) / BRETEERIMAE (CV)
B#Et : [2017 v|[01 V]| Change BEHEARE (CUM) : B [2014 V] [05 V| [01 V] & [2017 v|[01 Vv|[31 V]| Change
[TOP]
| Control D H &5+ B H4Rat L ELER |
Control D (Lot No.: AD0326D)
Month (2017/01) CUM (2014/05/01~2017/01/31)

. s Reagent Kit || Target Mean || n for CV || TE || TEa Target Mean | n for CV || TE || TEa
UnitlD £ || gey ¢ || (Urghb) | (UigHb) || Mean | 5P| %) || @) || @) || © ||| (Urehb) | UigHb) | Mean |52 @) || @) | @) | °
Lab001 1 4.6 - o -1 -1 -120] - 4.6 5.0 L [-1 -1 -T2T7 -
Lab003 1 5.0 5.9 13 [0.2][ 3.4 |[24.8]] 20 |[0.6 5.0 4.9 744 |[o.4] 82 |[183] 20 ][22
Lab004 1 5.0 5.0 4 Jo1][20]]4.0] 20 |[>6 5.0 4.9 121 |[02] 4.1 J102] 20 [[4.4
Lab006 1 5.0 5.3 4 Jo.o][o00][6.0] 20>6 5.0 4.9 117 |[0.3] 6.1 [[14.2] 20 |[3.0
Lab007 1 45 - o -1 -1 -1 207 - 45 45 244 |[02] 44 | 89 20 [[45
Lab008 1 4.6 4.4 8 [o.1][23][8.9] 20 |[>6 46 4.6 223 [[03] 6.5 [[13.0] 20 |[3.1
Lab010 1 5.0 5.2 3 Jo.0][00][40] 20 |>6 5.0 48 105 |[0.3] 6.3 [[16.5] 20 |25
Lab011 1 5.0 - o [ - -1 -121 - 5.0 5.1 122 [[02] 3.9 ] 9.8 | 20 |[4.6
Lab012 1 5.0 5.9 6 [03][5.1][28.2] 20 |[0.4 5.0 4.9 136 |[0.5]10.2]22.4] 20 |[1.8
Lab013 1 4.7 4.7 8 Joa][21][43]20][>6 4.7 4.6 235 |[0.2] 4.3 [10.8] 20 ][4.2
Lab014 1 5.0 4.8 9 Joa][21][82]20]>6 5.0 4.8 187 |[0.2] 4.2 [12.3] 20 |[3.8
[ Lab015 || 1 I so | - JLo [ -] -1 -J20]-J] 50 | 49 | 174 Jlo3] 6.1 [142] 20 [3.0]
[ Laboi6 || 1 || 50 | 49 | 4 Jo2| at]102] 20 [4a] 50 | 49 | 74 02| 41 |102] 20 |44]
[Lab020 ][ 1 [ 50 | 50 | 3 Joij[20][40][20 [56] 50 | 49 | 133 J[02] 41 J102] 20 |44]
| Total || - L - I s2 |l e Joe|lurs) - |l - J[- L - || 48 [J2616]o4]83] - || - [ -]

ER2E (Bias)% = { [ | BEH¥9{E (Mean) - EHE{E (Target)
4EER7= (TE, Total Error)% = g7 (Bias)% + 2 x BT EMAE (CV)
o (Sigma) = (TEa% - FR7= (Bias)%) / RETEERMAEL (CV)

Bzt - (2017 v|[01 v|| Change

1/ BFZ{H (Target) } x 100%

BEEHHAR (CUM) : 5 [2014 v|[05 v|[01 v]| Z[2017 v|[01 Vv]|[31 V]| Change

Reagent Kit

Reagent Code

Trinity

1

[TOP]
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