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(Lot No.:ADO0326N) (Lot No.:AD0326D)
e H > 11 11
B IFHC (n) 63 63
¢ = #ir (Median) 14.8 (U/gHb) 4.7 (U/gHb)
T2 (Mean) 14.6 (U/gHb) 4.7 (U/gHb)
&% (SD) 0.5 0.2
%3 % (CV) 3.4% 4.3%
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G6PD & &b ElmE

Heat&E R e SDI S3{fiilH]

#5E4% LotNo : AD0326N (2014-04-01 ~ 2100-12-31)  Change
FUEN 2
| REREfL: Lab006 |
\ | Control N \ Control D
\ QC Control Lot No. | ADO0326N \ AD0326D
- Month CUM Month CUM
AR (2016/07) (2016/01/26~2016/07/31) (2016/07) (2016/01/26~2016/07/31)
| ZatEkgy (N) |4 \ 26 L4 | 26
| E:EH9(E (Mean)UigHb | 14.8 | 14.7 |48 | 49
\ i (SD) 04 | 0.2 03 | 0.2
\ FH ARG (CV) % |27 | 1.4 | 63 | 4.1
| HfEE (Target)UigHb [ 148 | 14.8 50 | 5.0
\ gz (TE) % | 54 | 34 | 165 | 10.2
| mEEsE (TEa)% | 20| 20 20 | 20
\ o N >6 25 4.4
# (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)%) / REFEFAHE (CV)
H4iat: 2016 07 Change ; EETHARY (CUM): H 2016 01 26 % 2016 07 31 Change
[TOP]
Control N SDI /{fiE |
Lot No.: ADO326N ; f&EsHRT © 2016-01-26 Z 2016-07-31 ; H fZ{H (Target) : 14.8 ; &35 (SD) : 0.5 EEfir : Lab006
Lab0o6
+3 5.0,
+2 5.0,
+1 5.0, . -
Target (o—® o o " M O . * L =
. . . . * . . .
-1 5.0, - *
=2 5,0,
-3 5.0,
Date 01-26 02-02 02-05 02-16 02-23 03-02 03-08 03-16 03-22 03-26 04-06 04-12 04-20 04-27 05-03 05-12 05-24 05-31 06-07 06-14 06-21 06-28 07-05 07-12 07-19 07-26
A4 &t : 2016 07 Change ; EEHHARI (CUM): H 2016 01 26 % 2016 07 31 Change
TOP
Control D SDI /{fiE |
Lot No.: AD0326D ; ##Egiffifs : 2016-01-26 % 2016-07-31 ; HIZ{H (Target) : 5.0 ; £{&4Ez (SD) : 0.3 iz - Lab006
Lab0o6
+3 5.0,
+2 5.0,
+1 5.0,
o
_ a] _ _ [u] _ [a] _
Target o o = o o o o = = = o o = o
-1 5,0, o o a a o o =
=2 5,0, 5
=3 5.0,
Date 01-26 02-02 02-05 02-16 02-23 03-02 03-08 03-16 03-22 03-28 04-06 04-12 04-20 04-27 05-03 05-12 05-24 05-31 06-07 06-14 06-21 06-28 07-05 07-12 07-19 07-26

4zt © 2016 07 cChange ; ZEEHHARI (CUM): [§ 2016 01 26 % 2016 07 31 Change

TOP



Control N ; Control D SDI
paxiiili=i

Lot No.: ADO326N ; #Egiliifs] : 2016-01-26 Z 2016-07-31 ; [ #E{H4 (Target) : 14.8 ; &% @432 (SD): 0.5 (o)
Lot No.: AD0326D ; HaEgiliifs] : 2016-01-26 Z 2016-07-31 ; [FHE(# (Target) : 5.0 ; & fE:#:32 (SD): 0.3 (o) iz - Lab006
Lab006
+3 5.0,
+2 5.0,
+1 5.0, o . . . . R *
Target g2 —e—§—7 R R & =5 R

L ] o ﬁ ﬂ L] . ]
-1 5,0, . ] a—e
-2 5,0,

(m]
=3 5.0,
Date 01-26 02-02 02-05 02-16 02-23 03-02 03-08 03-16 03-22 03-28 0d4-06 04-12 04-20 04-27 05-03 05-12 05-24 05-31 06-07 06-14 06-21 06-28 07-05 07-12 07-19 07-26
A4tEt© 2016 07 Change ; ZFHEHHR (CUM): 5 2016 01 26 % 2016 07 31 Change

TOP




Z1BEREA GoPD BB NHmESHER (BR—)

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

#%$¥ Reagent Kit : [1 - Trinity v| Change |

EE
T AGerE |
#EtA : [2016 v|[07 V][ Change |
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

.+ | ReagentKit || Target | Mean || nfor CV|| TE || TEa Target | Mean || nfor CV|| TE | TEa
UnitlD = codey £ || (UrgHb) || (UrgHb) || Mean SPU ol @6 1 @) || © ||| (gt | (Uretb) || Mean | 5P | @6)|| @) | @) | ©
Lab003 1 148 | 142 | 5 Jo.6][42](12.5][ 20 |[38][][ 5.0 45 5 Jo2][44][189] 20 |23
Lab004 1 15.0 14.7 4 Jo3][2.0] 6.1 ][ 20 ][>6][][ 5.0 4.8 4 Jo2]42][12.3] 20 ]38
Lab006 1 14.8 148 ][ 4 Jlo4][2.7][54] 20 |[>6][][ 5.0 48 4 Jo3]63][16.5] 20 |25
Lab008 1 15.0 144 9 ][0.4][2.8][ 9.6 ][ 20 |[5.7][][__5.0 4.6 9 JoaJ22][12.3] 20 [5.5
Lab010 1 14.8 14.1 3 Jlo.1][0.7][ 6.1 ][ 20 |[>6][][ 5.0 44 3 Jo.a]23][16.5] 20 |35
Lab011 1 14.8 149 [ 6 Jlo2][1.3][3.4][ 20 |[>6][][ 5.0 5.0 6 Joa]2.0] 4.0 20 >6
Lab012 1 14.8 13.9 8 ][0.3][2.2][10.4][ 20 |[>6][][ 5.0 48 8 Jo2]42][12.3] 20 [3.8
Lab013 1 15.0 14.9 8 Jlo2][13][3.4][ 20 |[>6][][ 47 4.6 8 Jo.a]2:2][6.5] 20 ]>6
Lab014 1 14.8 15.0 ][ 10 J[0.3][2.0][ 5.4 ][ 20 |[>6][][ 5.0 438 10 Jo2]4.2][12.3] 20 ]38
Lab016 1 14.8 14.9 2 -0 -0 -0 5.0 4.9 2 -1 -1 -12] -
Lab029 1 14.8 14.6 4 Jo4[2.7][ 68][ 20 ][>6][][ 5.0 4.8 4 JoaJ2.1][82] 20 ]>6
Total - 146 | 63 |[0.5][3.4 - - - 47 | 3 Jo2J43] - [ - |-

SAZE (Bias)% = { [ Iﬁuﬂzﬂyﬁ (Mean) - B#E{H (Target) | ] /EFF%{E (Target) } x 100%
=iz (TE, Total Error)% = 227 (Bias)% + 2 x B EA4E (CV)
o (Sigma) = (TEa% - 5R7 (Bias)%) / BB R{AE (CV)
[TOP]
[ EatharE |
FEHHART ¢ 5 [2014 v|[05 v|[01 V| Z [2016 v|[07 v][31 V]| Change |
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)

.4 | ReagentKit || Target | Mean || nfor CV|| TE || TEa Target | Mean || nfor CV|| TE | TEa
UnitlD = 04y # || (U/gHb) || (U/gHb) || Mean Sl oIl @) || @) || © |||l Uretib) || (UreHb) || Mean | 5P| 6| @) | ) | ©
Lab001 1 142 14.8 U - =20 -0 46 5.0 U - -1- [20]-
Lab003 1 14.8 145 ][ 610 J[0.8][5.5][13.1][ 20 |[3.3][][ 5.0 48 [ 610 J03][6.3][16.5] 20 |25
Lab004 1 15.0 14.9 98 J[0.3][2.0][ 4.7 ][ 20 |[>6][][ 5.0 49 98 [o02]4.1][102] 20 [[4.4
Lab006 1 14.8 148 [ 93 J[o.6][4.1][ 8.1 ][ 20 J[4.9][][ 5.0 4.9 93 Jo3]6.1][14.2] 20 [3.0
Lab007 1 13.8 13.7 ][ 244 J[0.5][3.6][8.0][ 20 |[54][][ 45 45 [ 244 Jo2]44]8.9 ] 20 J45
Lab008 1 15.0 145 [ 171 J[o.6][4.1][116][ 20 J[4.1][][ 5.0 46 ][ 171 Jo.3] 6.5][21.0] 20 |18
Lab010 1 14.8 143 ][ 86 ][0.5][3.5][10.4][ 20 |[4.7][][ 5.0 4.8 86 Jo0.2]42][123] 20 3.8
Lab011 1 14.8 150 ][ 109 Jl0.3][2.0][ 5.4 ][ 20 |[>6][][ 5.0 5.1 109 Jo2][3.9][ 9.8 ] 20 ]4.6
Lab012 1 14.8 142 |[ 104 ][0.5][3.5][11.1][ 20 [[4.6][][ 5.0 47 ][ 104 Jo3] 6.4]18.8] 20 |22
Lab013 1 15.0 149 ][ 184 Jlo2][1.3][3.4][ 20 |[>6][][ 47 47 | 184 Jo2]43] 8.5 ] 20 4.7
Lab014 1 14.8 148 | 134 J04][27][54 ][ 20 |[>6]][ 5.0 47 ][ 134 Jo2]43][14.5] 20 |33
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 [ 52 J[o.1][o.7][ 2.0 ][ 20 |[>6][][ 5.0 4.9 52 Jo.1]2.0][ 6.1 ] 20 ][>6
Lab029 1 14.8 149 ][ 108 J0.3][2.0][4.7][ 20 |[>6][][ 5.0 48 | 108 Jo2]42][12.3] 20 ]3.8
Total - 145 |[2168 ][0.7][ 4.8 - -0 - 48 |[2168 o363 - | - | -

#72 (Bias)% = { | I?i”r%‘-zlﬁ (Mean) - EAE{H (Target) | 1/ HAE{E (Target) } x 100%
4E2R72 (TE, Total Error)% = $RZ= (Bias)% + 2 x BEHEERAE (CV)
o (Sigma) = (TEa% - 3Rz (Bias)%) / Rt BRE{HE (CV)
[TOP]

Reagent Kit Reagent Code
Trinity 1




=imBR B GOPD E 2k MM EGEtER (R2)

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

3EJE Reagent Kit © | 1 - Trinity vl Change

Reagent Kit

|Reagent Code

Trinity

1

| Control N A#sTEL Ratéct 2 EEERER |
[ I Control N (Lot No.: AD0326N) |
Month (2016/07) CUM (2014/05/01~2016/07/31)
UnitiD 4 Reagent lfit Target Mean n for ; CV | TE || TEa o Target Mean n for D CV| TE | TEa -
(Code) £ (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) | Mean (%) || (%) || (%)
Lab001 1 14.2 - 0 i - - 20 - 142 14.8 1 -0 - T2 -
Lab003 1 14.8 14.2 5 Jloe][42]12.5] 20 |38 14.8 14.5 610 J[0.8] 5.5][13.1] 20 3.3
Lab004 1 15.0 14.7 4 E 20| 6.1 || 20 || >6 15.0 14.9 98 03201 47 || 20 || >6
Lab006 1 14.8 14.8 4 E 27| 5.4 || 20 || >6 14.8 14.8 93 0.6( 4.1 81 || 20 (4.9
Lab007 1 13.8 - 0 : - - 20 - 13.8 13.7 244 10.5] 3.6 80 | 20 |54
Lab008 1 15.0 14.4 9 E 28| 9.6 || 20 (5.7 15.0 14.5 171 0.6 4.1 || 11.6] 20 | 4.1
Lab010 1 14.8 14.1 3 Jlo.1][0.7] 6.1 ] 20 |[>6 14.8 14.3 86 | 0.5]3.5]104] 20 |47
Lab011 1 14.8 14.9 6 E 1.3 3.4 | 20 || >6 14.8 15.0 109 |03 2.0 54 | 20 [[>6
Lab012 1 14.8 13.9 8 E 2211041 20 (| >6 14.8 14.2 104 |[0.5] 3.5 11.1| 20 (4.6
Lab013 1 15.0 14.9 8 E 13 3.4 | 20 || >6 15.0 14.9 184 0.2 1.3 3.4 | 20 ||[>6
Lab014 1 14.8 15.0 10 E 20| 5.4 | 20 || >6 14.8 14.8 134 11041 2.7 5.4 | 20 |[>6
Lab015 1 14.8 - o - -T -TJ217- 14.8 14.4 174 J0.8] 5.6][13.8] 20 [3.1
Lab016 1 14.8 14.9 2 : - - 20 - 14.8 14.9 52 (0.1 071 2.0 || 20 | >6
Lab029 1 14.8 14.6 4 E 2.7 6.8 || 20 || >6 14.8 14.9 108 0.3 2.0 4.7 | 20 |[>6
Total 14.6 63 _5 34 - - - - 14.5 2168 |[0.7 | 4.8 - - -
ﬁ%&mﬂw{H§d$ﬁﬁ@km)Eﬁﬁamwﬂwﬁﬁﬁﬂmmﬂxwm
4z (TE, Total Error)% = ERZ= (Bias)% + 2 x BEHBRE(LE (CV)
o (Sigma) = (TEa% - A7 (Bias)%) / Rt EERMAEL (CV)
A&t : [2016 v|[07 V]| Change BEHHART (CUM) : B [2014 v][05 V] [01 V] Z [2016 Vv|[07 Vv|[31 V]| Change
[TOP]
| Control D A&zt R4t 2 EhiR |
| | | Control D (Lot No.: AD0326D) |
Month (2016/07) CUM (2014/05/01~2016/07/31)
UnitiD # Reagent Kit Target Mean n for S_D CV | TE || TEa - Target Mean n for D CV|| TE | TEa -
- (Code) t (U/gHb) | (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) || Mean (%) || (%) || (%)
Lab001 I 4.6 - o -1 -2~ 46 50 R EEEE
Lab003 1 5.0 4.5 5 E 441 18.9| 20 (2.3 5.0 4.8 610 |[0.3] 6.3||16.5| 20 (2.5
Lab004 1 5.0 4.8 4 E 421 12.3| 20 (3.8 5.0 4.9 98 0.2] 4.11([102 20 | 4.4
Lab006 1 5.0 4.8 4 E 6.3 | 16.5( 20 | 2.5 5.0 4.9 93 03] 6.1 142 20 | 3.0
Lab007 1 4.5 - o J[-I-1T -T217- 45 45 244 [[0.2] 441 89 | 20 |45
Lab008 1 5.0 4.6 9 E 22| 12.3 20 (5.5 5.0 4.6 171 |03 6.5 21.0] 20 | 1.8
Lab010 1 5.0 4.4 3 E 2.3 16.5( 20 | 3.5 5.0 4.8 86 0.2] 421123 20 |3.8
LabO11 1 5.0 5.0 6 E 20| 4.0 || 20 || >6 5.0 5.1 109 0.2 3.9 9.8 || 20 (4.6
Lab012 1 5.0 4.8 8 E 42| 12.3 20 (3.8 5.0 4.7 104 |03 6.4 18.8] 20 |2.2
Lab013 1 4.7 4.6 8 Jlo][22] 65 20 ][>6 4.7 4.7 184 J0.2] 431 85| 20 |47
Lab014 1 5.0 4.8 10 E 421123 20 (3.8 5.0 4.7 134 0.2 4.3 14.5] 20 |[3.3
Lab015 1 5.0 - 0 : - - 20 - 5.0 4.9 174 1031 6.1 142 20 (3.0
Lab016 1 5.0 4.9 2 : - - 20 - 5.0 4.9 52 0.1) 201 6.1 | 20 | >6
Lab029 1 5.0 4.8 4 Joa][2.1] 82 ] 20 | >6 5.0 4.8 108 J0.2] 421 123] 20 |3.8
Total - 4.7 63 Jlo2][43] - - - - 4.8 2168 03] 63 - - |-
ﬁ%mew{H§ﬁ$ﬁﬁ@km)Eﬁﬁﬂmmﬂwﬁﬁﬁﬂmmnxmm
4EER2 (TE, Total Error)% = 222 (Bias)% + 2 x BEfEE(AE (CV)
o (Sigma) = (TEa% - RZ= (Bias)%) / RetEERAEL (CV)
A%Et : [2016 v][07 V|| Change FEHAR (CUM) : 5 [2014 v][05 V] [01 V]| & [2016 V|[07 V][31 V]| Change
[TOP]
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