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Fbe 8 i 12 12
Bow 3R Fe (n) 82 82
® =% (Median) 14.6 (U/gHb) 4.8 (U/gHDb)
T2 (Mean) 14.5 (U/gHb) 4.7 (U/gHb)
&% (SD) 0.6 0.4
%3 %k (CV) 4.1% 8.5%
G6PD t& %% (& [l 13.0 ~ 16.1 (U/gHb) 3.8 ~ 5.4 (U/gHb)
Hb & % (& 4 [l 2.2~ 2.7 (g/dL) 2.2~2.7 (g/dL)
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G6PD & B Bl B 445 R & SDI 341

HEHE LotNo © AD0326N (2014-04-01 ~ 2100-12-31)  Change
FIENE
| i®BREEfr:Lab015 |
\ | Control N | Control D
\ QC Control Lot No. ] AD0326N \ AD0326D
R Month CUM Month CUM
RS (2015/04) |  (2015/01/23~2015/04/30) | (2015/04) |  (2015/01/23~2015/04/30)
| ZEEH (N) 7 26 A 26
| EHTH9ME (Mean)UgHb | 152 | 14.4 | 52 | 4.9
\ k= (SD) |06 | 0.8 01| 0.3
| EEEEGEECY% | 39 | 5.6 19| 6.1
| HEE (Target)UigHb | 148 | 14.8 | 50 | 5.0
\ gazns (TE) % | 106 | 13.8 78 | 14.2
| AEEREE (TE)% | 200 | 20 20 | 20
\ o |44 3.1 6| 3.0
872 (Bias)% = { [ | B5FH(H (Mean) - BT (Target)| 1/ HFR{H (Target) } x 100%
4Ezns= (TE, Total Error)% = #5:7% (Bias)% + 2 x R85 HE (48 (CV)
o (Sigma) = (TEa% - 3#7% (Bias)%) / B3t 445 (CV)
A&ET S 2015 04 Change 5  ZRFHHAR (CUM) D B 2015 01 23 & 2015 04 30  Change
TOP

Control N SDI 431 [El

Lot No.: AD0326N ; iEafiif : 2015-01-23 % 2015-04-30 ; FIfZ(H (Target) : 14.8 ; &-#{m#3% (SD) : 0.5

BEfl : Lab015

Lab015
+3 5.0,

+2 5.0,

+1 5.0,

Target

-1 5.0, |-e '3

=2 5.D.

-3 5.0,

Date

01-23 01-27 01-30 02-03 02-06 02-10 02-13 02-17 02-24 02-27 03-03 03-06 03-10 03-13 03-17 03-20 03-24 03-27 03-31 04-03 04-07 04-10 04-14 04-21 04-24 04-28

B%E 0 2015 04| Chanee | ;  ZEEFHART (CUM): & 2015 01 23 Z 2015 04 30  Change
TOP

Control D SDI 431 [E
Lot No.: AD0326D ; fBgitifs] : 2015-01-23 Z 2015-04-30 ; H{E{E (Target) : 5.0 ; ¥ f@st32 (SD) : 0.3 Hfir : Lab015
Lab015
+3 5.D.
+2 5.0,
+1 5.0, =] =] o =] =} 1=
Target o 5 =] 5 5 = =

[=] o =]

-1 5,0, =) o B8 o o B8
-2 5.0, oo e
=3 5.0,
Date 01-23 01-27 01-30 02-03 02-06 02-10 02-13 02-17 02-24 02-27 03-03 03-06 03-10 03-13 03-17 03-20 03-24 03-27 03-31 04-03 04-07 04-10 Od-14 0d4-21 04-24 04-25

A%t

2015 04 | Change

ZEHHARI (CUM) - 5 2015 01 23 & 2015 04 30

Change

TOP



Control N Kz Control D SDI
paxiiili=!

Lot No.: AD0326N ; f@BgHART © 2015-01-23 & 2015-04-30 ; HiZ(H (Target) : 14.8 ; &5 1=#7= (SD): 0.5 (o)

Lot No.: AD0326D ; fEiffif : 2015-01-23 % 2015-04-30 ; Flf5(E (Target) : 5.0 ; #5355 (SD): 0.3 () Hifir : Lab015
Lab015
+3 5.D.
[ ]
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+1 5.0, 1= d B a8 B B
[=] =) [u] . .
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Date 01-23 01-27 01-30 02-03 02-06 02-10 02-13 02-17 02-24 02-27 03-03 03-06 03-10 03-13 03-17 03-20 03-24 03-27 03-31 04-03 04-07 04-10 Od4-14 0d4-21 04-24 04-25
B&ET T 2005 04 Change  ; ZREHHARI(CUM) D B 2015 01 23 & 20015 04 30  Change

TOP




ZinEREN GOPD EEinlk NMmESHER (BR—)

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

HE4E Reagent Kit : [1 - Trinity V| Change |

BEESETE
&t Afn + 2015 v|[04 v|| Change
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)
S Reagent Kit | Target Mean | n for (| WCV|| TE | TEa|| Target | Mean | nfor | | CV| TE || TEa|
“ | (Code)® | (U/gHb) || (U/gHb) || Mean ©)|[ (%) || (%) (U/gHb) || (U/gHb) | Mean @) | (%) || (%)

Lab003 1 14.8 14722 J[04]2.7][ 6.1 | 20 [>6][]_5.0 4.8 22 Jo0.3][6.3]16.5][ 20 ]2.5
Lab004 1 15.0 14.8 5 Jlo3]2.0][ 5.4 ] 20 |[>6][][ 5.0 49 5 Jo3][6.1]14.2][ 20 [3.0
Lab006 1 14.8 147 | 3 Jo.5][3.4] 75 ] 20 |[s.7][][ 5.0 5.3 3 Jo2][3.8]13.5][ 20 [3.7
Lab007 1 13.6 137 ][ 13 Jlo2]1.5][3.7 [ 20 |[>6][][ 4.4 4.4 13 Jo2][45] 9.1 ] 20 J44
Lab008 1 14.6 13.8 8 J[0.5]3.6][12.7] 20 J[4.0][][ 4.4 4.0 8 Jo:2][5.0]19.1][ 20 ][22
Lab010 1 14.8 14.4 4 o2 14][55 ] 20 |[>6][][ 5.0 4.9 4 Jo2[4.1]102][ 20 J4.4
Lab011 1 14.8 15.0 2 -0 20 - 000 50 5.1 2 -1 - 2] -
Lab012 1 14.8 14.4 4 JoaJo7][ 41 ] 20 ][>6][][ 5.0 4.6 4 Jo2][43]16.7][ 20 ]2.8
Lab013 1 15.0 15.2 8 J[o2] t3][4.0] 20 |[>6][]| 47 4.8 8 Jo.a][2.1] 63][ 20 [>6
Lab015 1 14.8 15.2 7 _Jl0.6]3.9][10.6] 20 J[4.4][][ 5.0 52 7 Jo.a][1.9] 7.8 ][ 20 |[>6
Lab016 1 14.8 15.0 2 - -0 - 20 - 000 50 4.9 2 - -1 -I2o]-
Lab029 1 14.8 14.8 4 Jlo3]2.0][41 ] 20 ][>6][][ 5.0 4.8 4 Joa][21] 82][ 20 ]>6
Total - - 145 ][ 82 Jlosf41] - | - -1~ 4.7 82 Jo4[85] - [ - ]-

7% (Bias)% = { [ | 23 TH9{E (Mean) - BHE{E (Target) | ]/ EFEE (Target) } x 100%

Ya:7% (TE, Total Error)% = 377 (Bias)% + 2 x B2 R {48 (CV)

o (Sigma) = (TEa% - 3%7= (Bias)%) / Rt R{HE (CV)

[TOP]
[ 2etGie |
2R ¢ 5 [2014 V][05 V] [01 V] % [2015 v|[04 V] [30 V][ Change |
Control N (Lot No.: AD0326N) : Control D (Lot No.: AD0326D)
UnitiD £ Reagent Kit | Target Mean || n for D CV|| TE | TEa o Target Mean | n for D CV| TE || TEa -
~ | (Code) £ | (U/ghb) || (U/gHb) || Mean ()| (%) || (%) (U/gHb) || (U/gHb) | Mean (o) | (%) || (o)

Lab001 1 14.8 14.8 U - -0 - 2o - 5.0 5.0 U -0 - 20 -
Lab003 1 14.8 144 ][ 282 J[0.7] 4.9][12.4] 20 |[3.5][][ 5.0 48 | 282 Jo3]6.3]16.5] 20 |2.5
Lab004 1 15.0 151 ][ 34 Jlo3][2.0][4.6 ] 20 |[>6][][ 5.0 4.9 34 J0.2][4.1]10.2][ 20 4.4
Lab006 1 14.8 151 [ 31 Jo7]46][113] 20 J[3.9][][ 5.0 5.1 31 Jo4][7.8]17.7][ 20 [2.3
Lab007 1 13.6 13.6|[ 119 ][0.5][3.7][ 7.4 [ 20 |[s.4][][ 44 44 | 119 Jo2|[45] 9.1 ][ 20 [4.4
Lab008 1 14.6 145 ][ 47 Jlo.6]4.1][9.0 ] 20 J[4.7][][ 4.4 4.4 47 J0.3][6.8] 13.6][ 20 ]2.9
Lab010 1 14.8 13.9 ][ 33 Jo.4]29][11.8] 20 J[4.8][][ 5.0 4.7 33 Jo.2][4.3]14.5][ 20 [3.3
Lab011 1 14.8 149 ][ 43 J[0.3]2.0][ 4.7 [ 20 |[>6][][ 5.0 5.0 43 Jo3][6.0]12.0][ 20 [3.3
Lab012 1 14.8 146 | 29 Jl04]2.7] 6.8 ] 20 |[>6][][ 5.0 4.8 29 Jo3][63]16.5][ 20 |2.5
Lab013 1 15.0 150 ][ 58 Jlo2]13][27 [ 20 [>6][][ 4.7 4.7 58 Jo2[43] 85][20 |47
Lab015 1 14.8 145 | 46 Jo.7]48][11.7] 20 |[3.7][][ 5.0 4.9 46 Jo2][4.1]102][ 20 4.4
Lab016 1 14.8 149 [ 17 Jo.to7][2.0 [ 20 |[>6][][ 5.0 4.8 17_Jo2][42]12.3][ 20 3.8
Lab029 1 14.8 149 |39 J0.5]3.4][ 74 20 |[57][][ 5.0 4.8 39 Jo2][42]12.3][ 20 |3.8
Total - - 145 [ 779 Jo7[48] - [ - [- [ - 48 [ 779 Jo3Jle3] - | - [ -

RR7E (Bias)% = { [ | HEFHIME (Mean) - B (Target) | 1/ EIFE(E (Target) } x 100%

4E=i2= (TE, Total Error)% = 27 (Bias)% + 2 x B8 B 4 (CV)

o (Sigma) = (TEa% - 527 (Bias)%) / Rt R{HEL (CV)

[TOP]

Reagent Kit Reagent Code
Trinity 1




ZinEREAL GOPD E Efby WEmERETER (ERD)

#5EE LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

#E4%E Reagent Kit © [1- Trinity V| Change |

| Control N H &z Bl R G 4T 2 LLicsk |
Control N (Lot No.: AD0326N)
Month (2015/04) I[]] CUM (2014/05/01~2015/04/30)
UnitiD # Reagent Iiﬁt Target Mean n for sD CV | TE || TEa T I Target Mean n for D CV|| TE | TEa -
(Code) £ (U/gHb) || (U/gHb) || Mean %) || (%) || (%) (U/gHb) || (U/gHb) || Mean %) || (%) || (%)
Lab001 1 14.8 - 0 - - - I[20 ][ - | 148 14.8 1 - - - 20 |-
Lab003 1 14.8 14.7 22 1104 2.7 6.1 || 20 E : 14.8 14.4 282 ||0.7( 49| 124 20 | 3.5
Lab004 1 15.0 14.8 5 0.3 2.0 54 | 20 z : 15.0 15.1 34 1103 2.0( 46 | 20 || >6
Lab006 1 14.8 14.7 3 051341 7.5 | 20 Z : 14.8 15.1 31 0.7 4.6 11.3] 20 |3.9
Lab007 1 13.6 13.7 13 102 1.5 3.7 || 20 z : 13.6 13.6 119 1[0.5] 3.7|| 7.4 || 20 |[5.4
Lab008 1 14.6 13.8 8 0.5 3.6 || 12.7 | 20 E : 14.6 14.5 47 [|0.6] 4.1 9.0 | 20 (4.7
Lab010 1 14.8 14.4 4 0.2 1.4 55 | 20 z : 14.8 13.9 33 110429 11.8] 20 | 4.8
Lab011 1 14.8 15.0 2 - - - 20 : : 14.8 14.9 43 (|03 2.0 4.7 | 20 || >6
Lab012 1 14.8 14.4 4 0.1 0.7 4.1 | 20 E : 14.8 14.6 29 (104127 6.8 | 20 ||>6
Lab013 1 15.0 15.2 8 0.2 1.3 | 4.0 || 20 z : 15.0 15.0 58 1102 1.3 2.7 | 20 |[>6
Lab015 1 14.8 152 7 Jlo6]3.9]10.6][ 20 J[4.4]][ 148 145 46 |[0.7]48][11.7] 20 [3.7
Lab016 1 14.8 15.0 2 - - - 20 -0 148 14.9 17 J[o1]0.7][ 2.0 | 20 |[>6
Lab029 1 14.8 14.8 4 Jo3]2.0] 41 ][ 20 |[>6][][ 148 14.9 39 |[05]34] 74 20 [5.7
Ctow | s Jw Joslar] I 0L - 145 [ 7w Jorjes] | | ]
72 (Bias)% = { [ | EaFPH9(E (Mean) - HAZ(H (Target) | 1/ HAZ{E (Target) } x 100%
HEEA7E (TE, Total Error)% = 3272 (Bias)% + 2 x REHERAH (CV)
o (Sigma) = (TEa% - 327 (Bias)%) / R EE(HE (CV)
A4t : [2015 V][04 V|| Change ZEHHART (CUM) : & [2014 v][05 v|[01 V| F [2015 V][04 v|[30 V|| Change
[TOP]
Control D H&at B RET4aT 2 LR
[ [ Control D (Lot No.: AD0326D) |
Month (2015/04) : CUM (2014/05/01~2015/04/30)
UnitD 4 Reagent Kit Target Mean n for SD CV | TE || TEa s Target Mean n for SD CV|| TE | TEa s
(Code) * (U/gHb) || (U/gHb) || Mean %) || (%) || (%) (U/gHb) || (U/gHb) | Mean (%) || (%) || (%)
Lab001 1 5.0 - o -1 -1 -2 ] -] 50 5.0 U -1 -0 - 2] -
Lab003 1 5.0 4.8 22 |03 6.3 ] 16.5] 20 Z : 5.0 4.8 282 ||0.3] 6.3 | 16.5] 20 |[2.5
Lab004 1 5.0 4.9 5 0.3 6.1 |[ 14.2| 20 E : 5.0 4.9 34 1102 4.1(102] 20 | 4.4
Lab006 1 5.0 53 3 0.2 3.8 13.5] 20 Z : 5.0 5.1 31 041 7.8 17.7| 20 ||2.3
Lab007 1 4.4 4.4 13 102 45| 9.1 || 20 E : 4.4 4.4 119 1{0.2] 4.5 9.1 || 20 |44
Lab008 1 4.4 4.0 8 0.2 5.0 |19.1] 20 z : 4.4 4.4 47 1{03 | 6.8|[13.6] 20 |2.9
Lab010 1 5.0 4.9 4 0.2 4.1 | 10.2 || 20 E : 5.0 4.7 33 1|02 43| 14.5] 20 |3.3
Lab0l11 1 5.0 5.1 2 - - - 2o ] -]l 50 5.0 43 J[03]6.0][12.0] 20 |3.3
Lab012 1 5.0 4.6 4 0.2 4.3 | 16.7] 20 E : 5.0 4.8 29 [|03 ] 63165 20 (2.5
Lab013 1 4.7 4.8 8 0.1 211 631 20 z : 4.7 4.7 58 [|0.2] 43| 85 || 20 |[4.7
Lab015 1 5.0 5.2 7 0.1 1.9 7.8 || 20 z : 5.0 4.9 46 (|02 4.1(/102| 20 (44
Lab016 1 5.0 4.9 2 - - - 20 : : 5.0 4.8 17 |02 4.2 123] 20 | 3.8
Lab029 1 5.0 4.8 4 0.1 2.1 82 | 20 zl:l 5.0 4.8 39 110242123 20 | 3.8
Total - - 4.7 82 Joallss] - I - J[-J0[ - 4.8 779 03] 63 - | - | -
HRFE (Bias)% = { [ | BEHFH9{E (Mean) - EFE{E (Target) | 1/ EFE{E (Target) } x 100%
HgEA7E (TE, Total Error)% = 3272 (Bias)% + 2 x REHERAH (CV)
o (Sigma) = (TEa% - %7 (Bias)%) / REFER(AEL (CV)
H4st + [2015 v][04 ]| Change | ZEHIRT (CUM) © (5 [2014 v|[05 V| [01 V| Z [2015 v|[04 v|[30 V|| Change
[TOP]
| Reagent Kit ||Reagent Code|

[Trinity I |
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