— o~ S E A FRIPINEE LR
Control N Control D
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(Lot No.:AE0909N) (Lot No.:AE0909D)
SAcH 9 9

Bow 3R Fe (n) 60 60
® =% (Median) 14.4 (U/gHb) 5.8 (U/gHb)
T 2@ (Mean) 14.3 (U/gHb) 5.8 (U/gHb)

%% (SD) 0.5 0.3
%3 %k (CV) 3.5% 5.2%

G6PD t& &% & 4 [l 13.1 ~ 15.8 (U/gHb) 4.8 ~ 6.3 (U/gHb)

Hb & % (& 4 [l 2.0~2.4(g/dL) 2.0~ 2.6 (g/dL)
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G6PD & RIRBRI S GG R SDI 53 Ml

#EE LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change
FIENf 2
. MRSRE(r:Lab0O11 |
‘ ] Control N ] Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CUM Month CUM
IR (2017/05) | (2016/02/01~2017/05/31) | (2017/05) | (2016/02/01~2017/05/31)
| 2 (N) N 24 4 | 24
| EEPE (Mean)UigHb | 137 | 13.8 | 56 | 5.6
| Z P AEEE (SD) o1 | 0.3 |02 | 0.2
| BEMEEAE(CV) % | o7 | 2.2 | 36 | 3.6
| EfE{H (Target) UigHb [ 144 | 14.4 | 58 | 5.8
| YEsRzE (TE) % | 63 | 8.5 | 106 | 10.6
| mEEsE (TEa)% | 20| 20 20 | 20
| o B >6 | 46 | 4.6
R7E (Bias)% = { [ | B (Mean) - Hf{H (Target)| 1/ HAZ{H (Target) } x 100%
gazsze (TE, Total Error)% = 3557% (Bias)% + 2 x ZEH# 54 (CV)
o (Sigma) = (TEa% - #7% (Bias)%) / R85 A% (CV)
H&ist© 2017 05 Change ; ZEHHAR] (CUM): B 2016 02 01 £ 2017 05 31 Change
[TOP]
Control N SDI 75 fifE |
Lot No.: AEO909N ; #aEafiARd : 2016-02-01 Z 2017-05-31 ; HZ{H (Target) : 14.4 ; 2%{E4:3= (SD) : 0.40 FfiL : Lab011
Lab011
+3 5.0,
+2 5.0,
+1 5.0,
Target * *
-1 5.D. ¢ ® * . * . .
L ] L L L ] L ]
-2 5.D. L - o o
* . *
-3 S.D. * *
Date 11-21 12-02 12-07 12-09 12-16 12-23 12-30 01-06 01-13 01-20 01-26 02-10 02-16 02-24 03-03 03-17 03-24 04-14 04-21 04-28 05-05 05-12 05-19 05-26
B4zt © 2017 05 Change ; EEtHARM (CUM): [ 2016 02 01 Z&F 2017 05 31 Change
[TOP]

Lot No.: AE0909D ; ffHAf : 2016-02-01 & 2017-05-31 ; HfZ{E (Target) : 5.8 ; & {Z#E7 (SD) : 0.10
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A&t

2017 05
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;o BEEHHART (CUM) @ B 2016 02 01 % 2017 05 31

11-21 12-02 12-07 12-09 12-16 12-23 12-30 01-06 01-13 01-20 01-26 02-10 02-16 02-24 03-03 03-17 03-24 04-14 04-21 04-28 05-05 05-12 05-19 05-26

Change

[TOP]



Lab011
+3 5.0,

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

-3 5.0,

Control N 7 Control D SDI

73

Lot No.: AEO9O09N ; ffBaHAf : 2016-02-01 & 2017-05-31 ; HfZ{E (Target) : 14.4 ; 1T AEZ (SD): 0.40 (o)
Lot No.: AE0909D ; Bt : 2016-02-01 % 2017-05-31 ; B =g (Target) : 5.8 ; & {43 (SD): 0.10 (o) Hfir : Lab011
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FiuBR B GOPD E Binlk NEmERETER (ER—)

JE3E LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

38E4E Reagent Kit : | 1 - Trinity vl Change

SUEN#BR—

H&sts
st H{y ¢ (2017 v|[05 v Change
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

Reagent Kit || Target || Mean || n for CV|| TE ||TEa Target || Mean | n for CV|| TE ||TEa
Unit/DL: 2] || urgtv) | (Urgtb) | Mean | 5P| 9 @) | @) || © | || rgtb) || Urgtib) || Mean | Pl ¢6) || <6 | ©

(Code gHb) || (U/gHb) | Mean (%)|| (%) || (%) (U/gHb) | (U/gHb) | Mean (%)|| (%) |[ (%)
Lab003 1 14.4 14.4 24 |(0.4{[2.8 5.6 || 20 ||>6 5.8 6.0 24 110.3]|5.0)(13.4{f 20 ||3.3
Lab006 1 14.4 14.1 5 10.6(4.3([10.6] 20 ||4.2 5.8 5.8 5 ]|0.3]15.2]/10.3|f 20 ||3.8
Lab007 1 15.2 14.9 16 |0.5([3.4|[ 8.7 || 20 ||5.3 6.0 5.8 16 1|0.2]13.4](10.2{ 20 ||4.9
Lab009 1 14.4 14.4 4 |[0.1{[0.7 1.4 ] 20 ||>6 5.8 5.8 4 |(0.1||1.7]f 3.4 || 20 ||>6
Lab011 1 14.4 13.7 4 |[0.1{[0.7f 6.3 ] 20 ||>6 5.8 5.6 4 1(0.2|[3.6([10.6] 20 ||4.6
Lab013 1 13.6 13.9 8 110.1)|0.7] 3.6 || 20 {[>6 5.8 5.8 8 [|0.1]| 1.7 3.4 || 20 ||>6
Lab014 1 14.4 14.2 8 110.2]|1.4] 4.2 || 20 [[>6 5.8 5.6 8 (0.1} 1.8 7.0 || 20 ||>6
Lab016 1 14.0 13.4 4 110.6[4.5](13.2] 20 ||3.5 5.1 5.0 4 1(0.2{[4.0([{10.0] 20 ||4.5
Lab029 1 14.4 14.4 5 ||0.1{|0.7]f 1.4 || 20 ||>6 5.8 5.6 5 1|10.2]13.6](10.6{ 20 ||4.6
Total - 14.3 78 110.5(13.5]) - - - - 5.8 78 1|0.3]|5.2] - - -

B (Bias)% = { [ | BEHTIYME (Mean) - EHE{E (Target) | ]/ BFEE (Target) } x 100%
4572 (TE, Total Error)% = 5222 (Bias)% + 2 x BB EAB (CV)
o (Sigma) = (TEa% - 52 (Bias)%) / RatBR4KE (CV)

[TOP]
BatyiatR
EHHARS ¢ 15 (2016 V|| 02 v|[01 V|7 (2017 v|[05 V| |31 v|| Change
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)
UnitID Reagent Kit || Target | Mean | n for D CV|| TE ||TEa - Target || Mean | n for D CV|| TE || TEa -
(C Ode)E (U/gHb) || (U/gHb) || Mean (%)|| (%) || (%0) (U/gHDb) || (U/gHb) || Mean (%)|| (%) |[ (%)
Lab003 1 14.4 14.6 96 ||0.4(2.7] 6.9 || 20 ||>6 5.8 6.0 96 1(0.2]/3.3|({10.1| 20 ||5.0
Lab006 1 14.4 13.9 17 10.4)12.9][ 9.2 || 20 ||5.7 5.8 5.7 17 1/0.2]|3.5] 8.7 | 20 |[5.2
Lab007 1 15.2 13.8 206 ||1.0)|7.2[23.7| 20 ||1.5 6.0 54 206 |/0.5(9.3](28.5]] 20 |[1.1
Lab009 1 14.4 14.8 49 110.9([6.1([14.9] 20 ||2.8 5.8 6.0 49 (|0.4|6.7(16.8|f 20 ||2.5
LabO11 1 14.4 13.8 24 ((0.3]12.2 8.5 || 20 ||>6 5.8 5.6 24 1(0.2]13.6([{10.6|| 20 ||4.6
Lab013 1 13.6 13.8 13 110.3|[2.2][ 5.8 || 20 ||>6 5.8 5.7 13 |[0.2]|3.5(| 8.7 || 20 ||5.2
Lab014 1 14.4 14.2 28 [[0.3]|2.1{ 5.6 || 20 ||>6 5.8 5.6 28 1(0.2]13.6([10.6|| 20 ||4.6
Lab016 1 14.0 13.7 8 |0.6]14.4(10.9(| 20 ||4.1 5.1 5.2 8 1/0.3]5.8([13.5]] 20 ||3.1
Lab029 1 14.4 14.4 5 ]|0.1{|0.7]f 1.4 || 20 ||>6 5.8 5.6 5 |[0.2]|3.6{|10.6 20 ||4.6
Lab030 1 14.4 14.2 2 - - - {20 - 5.8 53 2 - - - |20 -
Total - - 14.1 448 110.9(( 6.4 - - - - 5.6 448 1(0.5]| 8.9 - - -
R (Bias)% = { [ | REHPIIME (Mean) - EAFUE (Target) | 1/ HAHUE (Target) } x 100%
48572 (TE, Total Error)% = 327 (Bias)% + 2 x BEEHERAE (CV)
o (Sigma) = (TEa% - 5872 (Bias)%) / Rt ERAH (CV)
[TOP]
Reagent Kit Rg:)%::t

Trinity 1




w5 EAL GOoPD E Bl NEaEHET4ER (R

JE$Z otNo : | AEO909N (2016-01-01 ~ 2100-12-31) | Change |

2% Reagent Kit : |1 - Trinity | Change

Control N A $Rat B R TR TZ LRk

SIEN#RZR_

Control N (Lot No.: AE0909N)
Month (2017/05) CUM (2016/02/01~2017/05/31)

Uni DE] Reagent Kit || Target Mean || n for spl CV || TE || TEaj Target Mean || n for spll €V || TE || TEaf
nitl (Code) (U/gHb) || (U/gHb) || Mean @) || %) || (%) (U/gHb) || (U/gHb) || Mean @) | @) || (%)
Lab003 1 14.4 14.4 24 10428 5.6 | 20 |[>6 14.4 14.6 96 ([0.4]12.7| 6.9 | 20 |[>6
Lab006 1 14.4 14.1 5 0.6 4.3]10.6| 20 (4.2 14.4 13.9 17 {[0.4]29( 9.2 || 20 |[5.7
Lab007 1 15.2 14.9 16 |[0.5( 3.4 87 | 20 [[5.3 15.2 13.8 206 |[1.0]|7.2123.7] 20 ||1.5
Lab009 1 14.4 14.4 4 0.1]{0.7] 1.4 ] 20 ||>6 14.4 14.8 49 110.9([ 6.1 || 14.9] 20 [|2.8
LabO11 1 14.4 13.7 4 0.1]{0.7] 6.3 | 20 ||>6 14.4 13.8 24 110.3]12.2 85| 20 |[>6
Lab013 1 13.6 13.9 8 0.1]{0.7] 3.6 || 20 ||>6 13.6 13.8 13 [[0.3][2.2 | 5.8 || 20 [[>6
Lab014 1 14.4 14.2 8 021141 42| 20 |[>6 14.4 14.2 28 [[0.3]12.1 | 5.6 || 20 |[>6
Lab016 1 14.0 13.4 4 0.6 4.5)13.2] 20 (3.5 14.0 13.7 8 0.6]/4.4110.9( 20 |[4.1
Lab029 1 14.4 14.4 5 0.1]{0.7] 1.4 ] 20 ||>6 14.4 14.4 0.1[{0.7] 1.4 20 [[>6
Lab030 1 14.4 - 0 - - - 20 | - 14.4 14.2 - - - 20 || -

Total - - 14.3 78 [|0.5]3.5( - - - - 14.1 448 ([0.9]/ 6.4 || - - -
2 (Bias)% = { [ | REFPGME (Mean) - BEE (Target) | ]/ EEE (Target) } x 100%
4552 (TE, Total Error)% = 272 (Bias)% + 2 x BEFEEAE (CV)
o (Sigma) = (TEa% - RZ= (Bias)%) / Rt & RMAE (CV)
Bzt [2017 v][05 V| Change BEEHHART (CUM) : [ (2016 v|[02 v|[01 v| 7 [2017 v|[05 v|[31 V|| Change
[TOP]
Control D H&aT5 Bat4fiat < bhiges®
Control D (Lot No.: AE0909D)
Month (2017/05) CUM (2016/02/01~2017/05/31)

Uni DE] Reagent Kit || Target Mean || n for D CV | TE || TEa - Target Mean || n for D CV | TE || TEa -
nitl (Code) (U/gHb) || (U/gHb) || Mean @) || %) || (%) (U/gHb) || (U/gHb) | Mean @) | (%) || (%)
Lab003 1 5.8 6.0 24 (0.3 5.0 [[13.4 20 [[3.3 5.8 6.0 96 ([0.2]3.3|[10.1|f 20 |{5.0
Lab006 1 5.8 5.8 5 0.3 5.2]10.3] 20 |3.8 5.8 5.7 17 [[0.2]3.5( 8.7 || 20 |[5.2
Lab007 1 6.0 5.8 16 ([0.2)3.4(10.2( 20 (4.9 6.0 54 206 |(0.5]9.3]128.5] 20 || 1.1
Lab009 1 5.8 5.8 4 0.1][1.7] 3.4 20 ||>6 5.8 6.0 49 110.4|[6.7 || 16.8] 20 [|2.5
Lab011 1 5.8 5.6 4 0.21[3.6 ]10.6] 20 ||4.6 5.8 5.6 24 ([0.2]/ 3.6 |[10.6f 20 |{4.6
Lab013 1 5.8 5.8 8 0.1) 1.7 3.4 || 20 ||>6 5.8 5.7 13 {[0.2)3.5( 87 || 20 |[5.2
Lab014 1 5.8 5.6 8 0.1) 1.8 7.0 || 20 ||>6 5.8 5.6 28 |[0.2([ 3.6 || 10.6]| 20 ||4.6
Lab016 1 5.1 5.0 4 0.2]{4.0 | 10.0] 20 |4.5 5.1 5.2 8 0.3([ 5.8 13.5] 20 [[3.1
Lab029 1 5.8 5.6 5 0.21[3.6 || 10.6] 20 |4.6 5.8 5.6 0.2 3.6 [ 10.6] 20 |[4.6
Lab030 1 5.8 - 0 - - - 20 || - 5.8 53 - - - 20 || -

Total - - 5.8 78 0352 - - - - 5.6 448 ([0.5]/89 || - - -
2 (Bias)% = { [ | REFPSME (Mean) - BEE (Target) | ]/ EEE (Target) } x 100%
4EER7= (TE, Total Error)% = 27 (Bias)% + 2 x RETEEAGE (CV)
o (Sigma) = (TEa% - Z&2= (Bias)%) / RETERMARL (CV)
A&st @ (2017 v|[05 v| | Change | EHHART (CUM) © & [2016 V][02 v|[01 V| Z [2017 V|[05 V|[31 V|| Change
[TOP]

Reagent Kit

Reagent
Code

Trinity

1
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