2016 # 02 " G6PD % E#% FHIP N&5F+HFL |

L A 2 PN B S > Z :
- ST %}41:.%5 hdl S ?Eﬁi}]\ Fgrr'\—:’?"‘?a‘?*%g

G6PD Control N Control D
(Lot No.:AD0326N) (Lot No.:AD0326D)
S H = 13 13
w3 Hc (n) 78 78
® =% (Median) 14.6 (U/gHb) 4.7 (U/gHb)
T 2@ (Mean) 14.4 (U/gHb) 4.7 (U/gHDb)
%% (SD) 0.6 0.2
%3 %k (CV) 4.2% 4.3%
G6PD t& &% & 4 [l 13.4 ~ 15.9 (U/gHb) 4.2 ~5.3 (U/gHb)
Hb & % (& 4 [l 2.3~ 2.7 (g/dL) 2.3~2.7 (g/dL)
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G6PD & £ i P Ef i

Bt aE R B SDI S #ilE

7545 LotNo :© AD0326N (2014-04-01 ~ 2100-12-31) Change
ULl e
| MREREfir:Lab013 |
\ \ Control N | Control D
\ QC Control Lot No. \ ADO0326N | AD0326D
BRI Month CUM Month CUM
IR (2016/02) |  (2015/11/16~2016/02/29) | (2016/02) |  (2015/11/16~2016/02/29)

\ ZEHEH () 6 26 6 | 26

| B9 Mean)UigHb | 148 | 14.9 | 46 | 4.6

\ Z3HEdE (SD) 01| 0.2 [ 01 | 0.1

\ ZEEEGE (CV) % 07| 1.3 | 22 | 2.2

| HiEE (TargeyUigHb | 150 | 15.0 47| 47

\ iz (TE) % 27| 34 | 65 | 6.5

| AEEFEsE (TEa)% | 20 | 20 | 20 | 20

\ o 6| >6 E >6

27 (Bias)% = { [ | B5745 (Mean) - FfZf (Target)| ]/ EfZ{H (Target) } x 100%

#ziz (TE, Total Error)% = 3272 (Bias)% + 2 x RatEfxly (CV)

o (Sigma) = (TEa% - %7 (Bias)%) / Rat& 5 {%% (CV)

H&iat© 2016 02 Change ; EETHARY (CUM): H 2015 11 16 % 2016 02 29 Change
[TOP]
Control N SDI 447 [E |
Lot No.: ADO326N ; fgB#ififi] : 2015-11-16 %5 2016-02-29 ; [Hi%(H (Target) : 15.0 ; 2% {245 (SD) : 0.30 AL : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5.0, .
Target + 4 . * * * . d Y o *
L] L] L L] L] L] L]
-1 5.0, |-e . . .
-2 5.0. hd
-3 5.D.
Date 11-16 11-19 11-23 11-27 11-30 12-03 12-07 12-10 12-14 12-21 12-25 12-28 12-31 01-04 01-08 01-14 01-18 01-22 01-25 01-28 02-02 02-04 02-13 02-19 02-22 02-23
A4 &t : 2016 02 Change ; EEHHARI (CUM): H 2015 11 16 % 2016 02 29 Change
TOP

Control D SDI 73 fi[&E

Lot No.: AD0326D ; #ERHARS © 2015-11-16 % 2016-02-29 ; EE{# (Target) : 4.7 ; = f@s#:32 (SD) : 0.30

Eff7 : Lab013

Lab013
+3 5.0,

+2 5.0,

+1 5.0,

Target

-1 5.D.

-2 5,0,

-3 5.D.

Date

H&ist : 2016 02

Change

FETHARG (CUM) : H 2015 11 16 & 2016 02 29

Change

11-16 11-19 11-23 11-27 11-30 12-03 12-07 12-10 12-14 12-21 12-25 12-25 12-31 01-04 01-08 01-14 01-18 01-22 01-25 01-28 02-02 02-04 02-15 02-19 02-22 02-25

TOP




Control N 2 Control D SDI
pagiiniz|

Lot No.: AD0326N ; #&EgHfRS © 2015-11-16 2 2016-02-29 ; [ f55(K (Target) : 15.0 ; £ fm3:3% (SD): 0.30 (o)

Lot No.: AD0326D ; i BREA] : 2015-11-16 Z 2016-02-29 ; EKEfH (Target) : 4.7 ; £¥ {2422 (SD): 0.30 (o) Hifir : Lab013
Lab013
+3 5.0,
+2 5.0,
+1 5,0,
L] * o ¢ -

Target o * o = o Ei e 8 8 L] * 8 8 * * 8 ﬁ
-1 5.0 N o o L] . . L] 5] L) . o o N L o

0. fe 8 < s . c
=2 5.D.
=3 5.0,
Date 11-16 11-19 11-23 11-27 11-30 12-03 12-07 12-10 12-14 12-21 12-25 12-258 12-31 01-04 01-08 01-14 01-18 01-22 01-25 01-28 02-02 02-04 02-15 02-19 02-22 02-25

H4st: 2016 02  Change ;  ZEEHHARG (CUM): [ 2015 11 16 & 2016 02 29 Change

TOP




HinERENL GOPD E Efby WEmERETER (BR—)

24 LotNo : [ADO326N (2014-04-01 ~ 2100-12-31) V| Change |

745 Reagent Kit : 1 - Trinity V| Change

[ AFarE |
GeatAGy
| [ I Control N (Lot No.: AD0326N) I[]] Control D (Lot No.: AD0326D) |
UnitD 4 Reagent Ifit Target Mean n for SD CV | TE || TEa T_ Target Mean n for SD CV|| TE || TEa s
(Code) * (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) Ll (U/gHb) || (U/gHb) | Mean (%) || (%) || (%)
Lab003 1 14.8 14.0 16 Jo4][2.9 J1r.1][ 20 |[5.0][][ 5.0 4.6 16 ]lo.a]22][123] 20 |[5.5
Lab004 1 15.0 14.8 3 Jlo2] 14 ] 40 ][ 20 |[>6][][ 5.0 5.0 3 Jo.a]2.0] 4.0 | 20 |>6
Lab006 1 14.8 14.7 4 Jo2]t4] 34 ][ 20 |[>6][][ 5.0 5.0 4 Joa]2.0][ 40 ] 20 ][>6
Lab007 1 13.8 13.7 8 Joafo7] 22][20 |[>6][][ 45 4.4 8 Jlo2] 45][11.3] 20 |40
Lab008 1 15.0 15.0 8 Jo3]20] 4020 |[>6][][ 5.0 4.9 8 o] 2.0][ 6.1 ] 20 |[>6
Lab010 1 14.8 14.6 3 Jo2f 4] 41 ][ 20 |[>6][][ 5.0 4.8 3 Jloa]2.1][ 82 ] 20 |>6
Lab011 1 14.8 15.0 3 Jo3]20] 54 [ 20 [>6][][ 5.0 5.2 3 Jloa]1.9][ 7.8 ] 20 [>6
Lab012 1 14.8 13.8 7 Jo3] 221120 |[>6][][ 5.0 4.7 7 Jlo2]43][14.5] 20 |33
Lab013 1 15.0 14.8 6 Joajo7] 2.7 ][ 20 |[>6][][ 47 4.6 6 Jlo.1][22][ 6.5 ] 20 [>6
Lab014 1 14.8 15.1 8 Jlo4]2.6] 73 [ 20 |[>6][][ 5.0 4.8 8 Jlo2]42][12.3] 20 |38
Lab015 1 14.8 14.0 7 Jo2] 14] 83 ][ 20 |[>6][][ 5.0 4.7 7 Jlo.a]2.1][103] 20 |>6
Lab016 1 14.8 14.9 2 -1 -1 - 120 ] -]l 50 5.0 2 -1 -1 -T2+
Lab029 1 14.8 14.9 3 Joafo7] 2.0 ][ 20 |[>6][][ 5.0 4.9 3 Jfo2]41][102] 20 [4.4
Total - - 144 78 Josf42] - [ - 1[-[ - 4.7 78 Jlo2f43] - [ - |-
72 (Bias)% = { [ | R&HPH9(E (Mean) - EE(H (Target) | 1/ HAE{E (Target) } x 100%
HH3%72 (TE, Total Error)% = 5272 (Bias)% + 2 x B SLAH (CV)
o (Sigma) = (TEa% - 347 (Bias)%) / REFER(AREL (CV)
[TOP]
SR
ZEHAR © H [2014 v][05 v][01 V] & [2016 V|[02 Vv][29 V]| Change
| [ | Control N (Lot No.: AD0326N) Il Control D (Lot No.: AD0326D) |
Untp & || REE ltiit Target | Mean | nfor | [ cv] TE || TEa T_ Target | Mean | nfor [ fcv] TE | TEa|
(Code) £ (U/gHb) || (U/gHb) || Mean %) || (%) || (%) (U/gHb) || (U/gHb) | Mean (%) || (%) || (%)
Lab001 1 142 14.8 - - - o -0 s 5.0 - - 2o |-
Lab003 1 14.8 14.6 503 Jlo.8] 5.5 123 ][ 20 |[34][][ 5.0 4.9 503 |[03] 6.1 14.2| 20 |3.0
Lab004 1 15.0 15.0 76 Jl03] 2.0 4.0 ][ 20 |[>6][][ 5.0 4.9 76 |[02] 4.1][102] 20 [4.4
Lab006 1 14.8 14.8 72 Jlo.6] 4.1 ] 8.1 ][ 20 J[4.9][][ 5.0 4.9 72 |03 6.1][14.2] 20 [3.0
Lab007 1 13.8 13.7 244 Jo5]3.6] 8.0 ][ 20 |[5.4][][ 45 4.5 244 J[02] 4.4][ 89 | 20 ][45
Lab008 1 15.0 14.5 127 Jlo.7] 4.8 13.0][ 20 |[3.5][][ 5.0 4.6 127 |[03] 6.5][21.0] 20 ]/ 1.8
Lab010 1 14.8 14.3 70 Jlo5]3.5]10.4][ 20 J[47][][ 5.0 4.8 70 |[0.2]42][12.3] 20 |38
Lab011 1 14.8 15.0 85 Jo3][2.0] 54 ][ 20 |[>6][][ 5.0 5.1 85 |[0.2]3.9] 9.8 | 20 |46
Lab012 1 14.8 14.3 77 _Jlo4] 28] 9.0 ][ 20 [5.9][][ 5.0 4.7 77 (03] 6.4][18.8] 20 |22
Lab013 1 15.0 15.0 141 Jo2][ 13 ] 27 ][ 20 |[>6][][ 47 4.7 141 J[0.2] 43][ 85 | 20 47
Lab014 1 14.8 14.7 89 Jo4]27] 6.1 ][ 20 |[>6][][ 5.0 4.7 89 J[02]43][14.5] 20 |33
Lab015 1 14.8 14.4 137 Jl0.8] 5.6 [ 13.8][ 20 |[3.1][][ 5.0 4.9 137 [0.3] 6.1][142] 20 ]3.0
Lab016 1 14.8 14.9 38 Jlo.1]0.7 ] 2.0 ][ 20 |[>6][][ 5.0 4.9 38 |[o2]4.1][102] 20 |44
Lab029 1 14.8 14.9 85 J04]2.7] 6.0 ][ 20 |[>6][] 5.0 4.9 85 J[02] 4.1][102] 20 |44
| Total | - [ - I 145 Jfi7as Jorjfas | - [ - J[-JOC - [ 48 Ji7asflosfe3) - [ - -]
387 (Bias)% = { [ | ZE-T9(E (Mean) - HAZH (Target) | 1/ FIE{E (Target) } x 100%
43852 (TE, Total Error)% = 3252 (Bias)% + 2 x B RAH (CV)
o (Sigma) = (TEa% - 327 (Bias)%) / REHEE(GRE (CV)
[TOP]
Reagent Kit Reagent Code

Trinity 1




ZinBRE I GOPD E EfpkR NI ERETER (BRD)

1% LotNo : [AD0326N (2014-04-01 ~ 2100-12-31) | Change |

542 Reagent Kit : |1 - Trinity vl Change

FIEER—
[ Control N A%z [ 01 2 4t = Lo |
[ [ Control N (Lot No.: AD0326N) |
Month (2016/02) 1 CUM (2014/05/01~2016/02/29)
UnitiD 4 Reagent Ifit Target Mean n for sD CV | TE || TEa T_ Target Mean n for D CV | TE || TEa T
(Code) | (U/gHb) || (U/gHb) || Mean ©) || %) || (%) (U/gHb) || (U/gHb) | Mean ) || ) || (%)

Lab001 1 14.2 - 0 |- - - J[20 [ ][ 142 14.8 - - 20 -]
Lab003 1 14.8 14.0 16 Jloaf 29[ 1r1][ 20 |[5.0][][ 148 146 ][ 503 Jo.8] 5.5 [12.3] 20 |[3.4]
Lab004 1 15.0 14.8 3 Jlo2] 14 ] 40 ][ 20 |[>6][][ 15.0 15.0 76 03] 2.0 4.0 | 20 |[>6]
Lab006 1 14.8 14.7 4 Jo2]raf 34 ] 20 ][>6][][ 148 14.83 72 Jo.6] 41 8.1 ] 20 |[49]
Lab007 1 13.8 13.7 8 Jo.]o7] 22 [ 20 |[>6][][ 138 13.7 ][ 244 Jo.5] 3.6 ] 8.0 [ 20 |[5.4]
Lab008 1 15.0 15.0 8 Jlo3]2.0] 4020 ][>6][][ 150 14.5 127 Jl0.7] 4.8 | 13.0] 20 |[3.5]
Lab010 1 14.8 14.6 3 Jo2] 14 41 ][ 20 |[>6][][ 1438 14.3 70 J0.5] 3.5 [10.4] 20 |[4.7]
Lab011 1 14.8 15.0 3 Jo3]2.0] 54 ][ 20 |[>6][][ 148 15.0 85 J03][2.0] 5.4 ] 20 |[>6]
Lab012 1 14.8 13.8 7 Jo3] 2211 20 |[>6][][ 148 143 77 J0.4] 2.8 ] 9.0 | 20 |[5.9]
Lab013 1 15.0 14.8 6 Jlofo7] 2.7 ][ 20 |[>6][][ _15.0 15.0 141 Jo2] 1.3 [ 2.7 ] 20 |[>6]
Lab014 1 14.8 15.1 8 Joa]26] 7.3 ][ 20 |[>6][][ 148 14.7 89 Jo.4]27] 6.1 ] 20 |[>6]
Lab015 1 14.8 14.0 7 Jo2] ra] 83 20 |[>6][][ 148 144 ][ 137 Jl0.8] 5.6 | 13.8] 20 |[3.1]
Lab016 1 14.8 14.9 2 - - - J20 ][ - 148 14.9 38 Jo.1] 0.7 ] 2.0 ] 20 ][>6]
Lab029 1 14.8 14.9 3 Joafo7] 2.0 20 |[>6][][ 148 14.9 85 J04]27] 6.0 ] 20 |[>6]
Total - - 14.4 78 Joel42] - J[ - -1 - 145 J[1745 o748 - [ - ][ -]

ER7E (Bias)% = { [ | BEFFIYME (Mean) - Ff2{E (Target) | 1/ HER(E (Target) } x 100%

72 (TE, Total Error)% = #572 (Bias)% + 2 x Z82R4HHE] (CV)

o (Sigma) = (TEa% - $#7% (Bias)%) / it H (48 (CV)

A4zt [2016 v|[02 V]| Change SR (CUM) © [ [2014 v][05 V] [01 V] % [2016 V|[02 V][29 V]| Change

[TOP]

| Control D &t Bl REFARET Z ELIE |

| [ | Control D (Lot No.: AD0326D) |
Month (2016/02) 1 CUM (2014/05/01~2016/02/29)

. ¢ Reagent Kit Target Mean n for CV | TE || TEa R Target Mean n for CV | TE | TEa [
UnitlD = qey ¢ | (UrgHb) || (Urghb) || Mean | 5P| ) | %) || o) || © ||| Urertb) || (urgib) || Mean |52 @) | ©4) | @) || ©
Lab001 1 46 - o |- - - 20 |- 46 5.0 U - - - 20 -]
Lab003 1 5.0 4.6 16 Jlo.a] 2.2 12.3][ 20 |[5.5][][ 5.0 49 503 JJ03] 6.1 ] 142] 20 |[3.0]
Lab004 1 5.0 5.0 3 Joaf20] 40][ 20 |[>6][][ 5.0 4.9 76 _J[0.2] 4.1 ][ 10.2] 20 |[4.4]
Lab006 1 5.0 5.0 4 JoaJ20] 40][ 20 ][>6][][ 5.0 49 72 Jo3] 6.1 ] 142] 20 |[3.0]
Lab007 1 45 4.4 8 J02] 45 [113][ 20 |[40][][ 45 45 | 244 J02]44] 89 | 20 |[45]
Lab008 1 5.0 4.9 8 Joaf20] 61 ][ 20 |[>6][][ 5.0 4.6 127 Jl03] 6.5 J21.0] 20 |[1.8]
Lab010 1 5.0 438 3 Joaf 21 82][ 20 |[>6][][ 5.0 4.8 70 Jl0.2] 4.2 [ 12.3] 20 |[3.8]
Lab0l11 1 5.0 5.2 3 Joaf o] 78 ][ 20 |[>6][][ 5.0 5.1 85 J02]3.9] 9.8 ] 20 |[4.6]
Lab012 1 5.0 4.7 7 Jlo2] 43 ] 145][ 20 |[33][][ 5.0 47 77 _J03] 6.4 | 18.8] 20 ][2.2]
Lab013 1 4.7 4.6 6 Jloaf22] 65 20 |[>6][][ 47 47 141 Jo2][ 43 ] 85 ] 20 |[4.7]
Lab014 1 5.0 438 8 Jo2]42]12.3][ 20 |[38][][ 5.0 47 89 Jo2]43]14.5] 20 ]33]
Lab015 1 5.0 47 7 Joa] 2.1 ]103][ 20 |[>6][][ 5.0 49 137 J[0.3] 6.1 ] 14.2] 20 ][3.0]
Lab016 1 5.0 5.0 2 - - - 20 ][ - 50 4.9 38 Jlo2] 4.1 ] 102] 20 |[4.4]
Lab029 1 5.0 4.9 3 Jlo2] 41 ] 102][ 20 |[44][][ 5.0 4.9 85 Jo2] 4.1 ]102] 20 |[4.4]
Total - - 47 78 Jo2]43] - | - J[-J0[_- 4.8 1745 03] 63 - || - ][ -]

SR (Bias)% = { [ | REFFHIE (Mean) - HFE{H (Targe) | 1/ HEE(E (Target) } x 100%
#7E (TE, Total Error)% = #i72 (Bias)% + 2 x R ERAHE (CV)
o (Sigma) = (TEa% - 32 (Bias)%) / REERAH(CV)
H#izt : [2016 V] [02 V]| Change FEHHAR (CUM) : A [2014 v|[05 V] [01 V] Z [2016 V]|[02 V][29 V]| Change
[TOP]
Reagent Kit ||Reagent Code|

Trinity n
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	總表一及總表二

