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G6PD Control N Control D
(Lot No.:AE0909N) (Lot No.:AE0909D)
S H = 13 13
Bow 3R Fe (n) 91 91
® =% (Median) 14.1 (U/gHb) 5.7 (U/gHb)
T2 (Mean) 14.2 (U/gHb) 5.7 (U/gHb)
&% (SD) 0.5 0.2
%3 %k (CV) 3.5% 3.5%
G6PD t& &% & 4 [l 12.9 ~ 16.0 (U/gHb) 5.0 ~ 6.3 (U/gHb)
Hb & % (& 4 [l 1.9~2.3(g/dL) 2.1~2.6(g/dL)
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** G6PD Method = Trinity reagent kit, 37°C
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G6PD & RIRBRI S Gt G R SDI 53 Ml

#EE LotNo © AE0909N (2016-01-01 ~ 2100-12-31)  Change

BIENE
. BRI :Lab030 |
‘ ] Control N ] Control D
| QC Control Lot No. | AEO0909N | AE0909D
BRI Month CUM Month CUM
AR (2017/07) | (2016/02/01~2017/07/31) | (2017/07) | (2016/02/01~2017/07/31)
\ FEFEE (N) T 3 I 3
| EEPSE (Mean)UigHb | 146 | 14.3 | 56 | 5.4
| 23 M (SD) I 0.5 -] 0.3
| EEERGEMEVS | - 35 IR 5.6
\ H (g (Target) U/gHb | 144 | 14.4 | 58 | 5.8
| yasRze (TE) % |- | 7.7 | - \ 18.0
| mEEsE (TEa)% | 20| 20 20 | 20
| o |- \ 5.5 |- \ 2.3
% (Bias)% = { [ | &+ F5{E (Mean) - HZ(H (Target)|]/ HZ{H (Target) } x 100%
gazase (TE, Total Error)% = 2472 (Bias)% + 2 x B3 E:#(48 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / BEt8 544 (CV)
H&ist © 2017 07 Change ; ZEHHART (CUM): B 2016 02 01 £ 2017 07 31 Change
[TOP]
Control N SDI 75 fifE |
Lot No.: AEO909N ; #&:EafiAR] : 2016-02-01 Z 2017-07-31 ; HZ{H (Target) : 14.4 ; 2#%{E43= (SD) : 0.4 AL : Lab030
Lab030
+3 5.0,
+2 5.0,
+1 5.0,
L L ]
Target
-1 5.D.
-2 5,0, L
-3 5.D.
Date 02-15 04-18 07-04
B4zt - 2017 07 Change ; EEtHARM (CUM): [ 2016 02 01 Z&F 2017 07 31 Change
[TOP]
‘ Control D SDI 43 fi[E
Lot No.: AE0909D ; f#HART : 2016-02-01 & 2017-07-31 ; EfZ{H (Target) : 5.8 ; ¥ @32 (SD) : 0.2 Bz : Lab030
Lab030
+3 5.0,
+2 5.0,
+1 5.0,
Target
-1 5.0, 8
-2 5.D. &
=3 5.D.
o
Date 02-15 04-18 07-04
H#tst© 2017 07 Change ; EEHHARM (CUM): H 2016 02 01 & 2017 07 31 Change

[TOP]



Control N 7 Control D SDI
paiii=|

Lot No.: AEO909N ; fBHAf : 2016-02-01 & 2017-07-31 ; HfZ{H (Target) : 14.4 ; & F{EA4EZ (SD): 0.4 (o)

Lot No.: AE0909D ; B4R : 2016-02-01 % 2017-07-31 ; El{5(& (Target) : 5.8 ; %= (SD): 0.2 () i fir : Lab030

Lab030
+3 5.0,

+2 5.0,

+1 5.0,

Target

-1 5.0,

o

-2 5,0, 8

-3 5.0,

o

Date 02-15 04-18 07-04

B4ist 0 2017 07 Change ; EEMHART (CUM): B 2016 02 01 % 2017 07 31 Change
[TOP]




Z1BEREA GoPD BB NHmESHER (BR—)

3EFE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

%42 Reagent Kit * |1 - Trinity | Change

[z |
G EE
Gzt H : [2017 v][07 V][ Change |
| [ I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
.4 | ReagentKit || Target || Mean || nfor cv|[ TE |[TEa| | Target || Mean || n for cv/| TE |[TEa| |
UnitlD = code) £ || (U/gHb) |[ (U/gHb) || Mean SPI wal[ @) || @) || © ||| (UrgHb) || (UrgHb) || Mean [SP[ @)l @) || 26) || ©
Lab003 1 14.4 14.1 | 25 Jo3]2.1][63][20]>6][] 5.8 5.7 25 Jo0.2][3.5][8.7][ 20 |[5.2]
| Lab006 | 1 | 144 | 135 | 4 Jo2[15][92]20]>6]] 58 | 55 | 4 Jo.1]1.8] 8.8] 20]>6]
Lab007 1 14.7 145 ][ 13 Jo4]28][69][ 20 ][>6][] 58 5.7 13_Jo.1] 1.8][ 5.2][ 20 |[>6]
Lab009 1 14.4 13.9 4 Jo2]14]63][20]>6][] 5.8 5.7 4 Joa] 1.8][5.2][ 20 |[>6]
| Lab0l0 | 1 || 144 | 151 |[ 3 Jo3][20] s8] 20]>6]] 58 | 63 | 3 [o.0]o0.0] 8.6] 20]|>6]
Lab01 1 1 14.4 13.9 4 Jo2]14][63][20][>6][] 5.8 5.9 4 Jo2]3.4][8.5] 20 ][5.4]
Lab012 1 14.4 14.1 6 Jos]3.5][92][ 20 ][5.1][] 58 5.9 6 Jo.a]1.7][5.1][ 20 |[>6]
| Lab013 | 1 | 136 [ 137 || 7 Jo3]22]51][20]>6][] 58 | 58 | 7 Jo.1]1.7][3.4] 20 |[>6]
Lab014 1 14.4 14.3 8 Jo2fr4][3.5][ 20 ][>6][] 58 5.6 8 [0.2]3.6][10.6][ 20 |[4.6]
Lab016 1 15.0 15.2 4 Jo2f13][40][20][>6][] 53 53 4 Jo3]5.7][11.3][ 20 |[3.5]
[ Lab029 | 1 || 144 | 143 | 4 Joafo7]|[21]20]>6]] 58 | 56 | 4 Jo.1]1.8]7.0] 20]>6]
Lab030 1 144 14.6 U - -0 2o -0 58 5.6 U - - - r20 ][ -]
Lab044 1 14.4 14.1 8 Jo.9] 6.4][14.8][ 20 |[2.8][] 58 5.8 8 Jo.2]3.4][6.9][ 20 ][5.9]
[ Towr [ - 0 - [ 142 Jfot Josss][ - [ - -0 - [ 57 1ot Joof3s][ - [ - I[-]
7 (Bias)% = { [ | BEHPIIME (Mean) - BE{E (Target) | 1/ B (Target) } x 100%
#ERZE (TE, Total Error)% = 3272 (Bias)% + 2 x RETEER(AE (CV)
o (Sigma) = (TEa% - 3872 (Bias)%) / RETBEEB (CV)
[TOP]
[ Eitdmre |
FEHAR : | [2016 v][02 V] [01 v] % [2017 V] [07 V][31 v][ Change |
| [ I Control N (Lot No.: AE0909N) Il Control D (Lot No.: AE0909D) |
UnitiD £ Reagent Kit || Target Mean || n for D CV|| TE ||TEa ? Target Mean || n for D CV|| TE ||TEa :
- (Code) L) (U/gHDb) || (U/gHb) || Mean (%)|| (%) || (%) (U/gHDb) || (U/gHb) || Mean (%)|[ (%) || (%)
Lab003 1 14.4 144 ][ 146 Jo.5][3.5][69][ 20 ][5.7][] 58 59 | 146 Jo.2]3.4][ 8.5][ 20 |[5.4]
Lab006 1 14.4 138 |[ 26 [o0.4[2.9][10.0][ 20 |[5.5][] 58 5.7 26 Jo02][3.5][8.7][ 20 ][5.2]
[ Lab007 | 1 || 147 || 139 | 232 |10 72][19.8][ 20 |[2.0]]] 58 | 54 | 232 [o0.5]9.3][25.4] 20 |[1.4]
Lab009 1 14.4 14.6 ][ 58 Jo0.9]6.2][13.7][ 20 |[3.0][] 58 6.0 58 J0.4] 6.7][16.8][ 20 ][2.5]
Lab010 1 14.4 15.1 3 Jo3]2.0][88][ 20][>6][] 58 6.3 3 Jo.0Jo.0][8.6] 20 |[>6]
| Laboll | 1 || 144 | 138 | 33 Jo3[22]85][20]>6]] 58 | 57 | 33 [o.2]3.5]8.7] 20 ||5.2]
Lab012 1 14.4 143 | 61 Jo4] 28] 6.3][20][>6][] 5.8 5.9 61 Jo2]3.4][8.5][ 20 |[5.4]
Lab013 1 13.6 137 | 29 Jo3]22][5.1][20]>6][] 5.8 5.8 29 Jo.1]1.7][3.4][ 20 |[>6]
| Labol4 | 1 || 144 | 142 | 46 Jo3]2.1][56] 20]>6]] 58 | 56 | 46 [0.2]3.6]10.6] 20 |[4.6]
Lab016 1 15.0 142 ][ 12 Jo.9] 6.3][18.0][ 20 |[2.3][] 5.3 52 12 J0.3]5.8][13.4][ 20 |[3.1]
Lab029 1 14.4 144 | 13 Jo.1fo.7][1.4][ 20 |[>6][] 58 5.7 13 Jo.1] 1.8][5.2][ 20 |[>6]
[ Lab030 | 1 || 144 | 143 | 3 Jos[35]77]20]55]] 58 | 54 | 3 [o.3]5.6]18.0] 20 ]?2.3]
Lab044 1 14.4 14.1 8 Jo.9] 6.4][14.8][ 20 ][2.8][] 58 5.8 8 Jo.2]3.4][6.9][ 20 ][5.9]
Total - - 14.1 ][ 670 Jo.85.7][ - | - ][ -] - 57 | 670 Jo47.0] - [ - ][ -]
72 (Bias)% = { [ | BEHPIME (Mean) - BE{E (Target) | 1/ BB (Target) } x 100%
4BER7E (TE, Total Error)% = g7 (Bias)% + 2 x R R(GAE (CV)
o (Sigma) = (TEa% - BRZE (Bias)%) / RETERABL (CV)
[TOP]

Reagent Kit Reagent Code
Trinity 1




SheEREAL GOPD EBiREE NI mE R ER (BER2)
FEFE LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

#EFE Reagent Kit © |1 - Trinity v| Change

|Control N A 45T B EH4feT 2 ELER |
Control N (Lot No.: AE0909N)
Month (2017/07) I[]] CUM (2016/02/01~2017/07/31)
Unitip 1 Reagent Kit || Target Mean || n for sD CV | TE || TEa T_ Target Mean | n for SD CV | TE | TEa o
= || (Code) £ || (U/gHb) || (U/gHb) || Mean (%) || (%) || (%) (U/gHb) || (U/gHb) | Mean %) | (%) | (%)

Lab003 1 14.4 14.1 25 J[03][2.1] 63 |20 |[>6][][ 144 144 | 146 JJ0.5][3.5] 6.9 ] 20 |[5.7
Lab006 1 14.4 13.5 4 Jo2][1s] 92 ] 20 ][>6][][ 144 13.8 26 [[0.4][2.9]10.0] 20 |[5.5
Lab007 1 14.7 14.5 13 Jo.4][2.8] 6.9 ] 20 ][>6][][ 147 139 ] 232 J1ro][7.2]19.8] 20 ]2.0
Lab009 1 14.4 13.9 4 Jo2][14] 63 ] 20 ][>6][][ 144 14.6 58 J0.9][6.2]13.7] 20 [3.0
Lab010 1 14.4 15.1 3 Jo3][2.0] 8.8 ] 20 |[>6][][ 14.4 15.1 3 Jo3][20] 88 ] 20 ][>6
Lab011 1 14.4 13.9 4 Jo2][14] 63 ] 20 ][>6][][ 144 13.8 33 [03][22] 85 20 [[>6
Lab012 1 14.4 14.1 6 Jos][3.5] 92 ] 20 |[s.1][]J[ 144 14.3 61 Jo.4][2.8] 63 ] 20 ][>6
Lab013 1 13.6 13.7 7 Jo3][22] 5.1 ] 20 ][>6][][ 13:6 13.7 29 [[03][22] 5.1 ] 20 [>6
Lab014 1 14.4 14.3 8 Jlo2|[14] 3.5 ][ 20 |[>6][][ 144 14.2 46 J03][2.1] 5.6 ] 20 [[>6
Lab016 1 15.0 15.2 4 Jo2][13] 40 ] 20 ][>6][][_15.0 14.2 12 J09][63]18.0] 20 [[2.3
Lab029 1 14.4 14.3 4 Joa]lo7] 2.1 ][ 20 |[>6][][ 14.4 14.4 13 Joa][o7] 1.4 ] 20 |[>6
Lab030 1 14.4 14.6 U - - 2o =00 144 14.3 3 Jo5][35] 7.7 20|55
Lab044 1 14.4 14.1 8 Jlo9]l6.4]14.8] 20 |[2.8][][ 144 14.1 8 J0.9][6.4]14.8] 20 |28

[ Towl [ - [ - [ 142 Jo1 Jos|i3s - [ - J0-J0C - J[ 14t Y670 Josj[s7] - [ - [-]
2 (Bias)% = { [ | BeFHIME (Mean) - EHE (Target) | ]/ EEE (Target) } x 100%
48zR7= (TE, Total Error)% = 7= (Bias)% + 2 x RETMEBE(RE (CV)
o (Sigma) = (TEa% - Bi7= (Bias)%) / RETERMAEL (CV)
B#st - [2017 v][07 V][ Change REHEARST (CUM) : B [2016 V][02 V][01 V] Z [2017 v][07 V|[31 V]| Change
[TOP]
Control D H &5t Ret#ist LR
[ [ Control D (Lot No.: AE0909D) |
Month (2017/07) 1 CUM (2016/02/01~2017/07/31)

. " Reagent Kit Target Mean n for CV | TE | TEa BRI Target Mean n for CV | TE | TEa
UnitlD = | ey £ || (Urghb) || U/gHb) || Mean | 5P| ) | @) [ ) || @ |||| rerb) || wrgrb) | Mean | 5P| @) | @) | @) | ©
Lab003 1 5.8 5.7 25 J02][3.5] 87 [ 20 ][52][][ 5.8 5.9 146 [[0.2][3.4] 8.5 [ 20 [5.4
Lab006 1 5.8 5.5 4 Joal1s] s8] 20 |>6][][ 5.8 5.7 26 Jo2|[3.5] 87 ] 20 ]5:2
Lab007 1 5.8 5.7 13 Joa][r8] 52 ] 20][>6][][ 58 5.4 232 [[0.5][93]25.4] 20 1.4
Lab009 1 5.8 5.7 4 Joa][r.8] 52 ] 20 |[>6][][ 58 6.0 58 J0.4][6.7]16.8] 20 |25
Lab010 1 5.8 6.3 3 Jo.o][o.0] 8.6 [ 20 ][>6][][ 5.8 6.3 3 [o.0][o0] 86 20 |[>6
Lab0l11 1 5.8 5.9 4 Jo2][3.4] 85 ] 20 |[54][] 5.8 5.7 33 Jo2][3.5] 87 ] 20 |52
Lab012 1 5.8 5.9 6 Joa][r7] 51 20]>6][][ 58 5.9 61 02][34]85] 20 |54
Lab013 1 5.8 5.8 7 _Joa][r.7]3.4 ] 20 |[>6][][ 58 5.8 29 Joa[1.7] 3.4 ] 20 [>6
Lab014 1 5.8 5.6 8 Jo2][3.6][10.6] 20 J[4.6][][ 58 5.6 46 J[0.2][3.6 [10.6] 20 ][4.6
Lab016 1 53 53 4 Jo3][57]113] 20 |[3.5][][ 53 52 12 Jo3][5.8]13.4] 20 ][3.1
Lab029 1 5.8 5.6 4 Joa][18] 7.0 ] 20 ][>6][J[ 5.8 57 13 Joa][1.8] 52 20 |[>6
Lab030 1 5.8 5.6 U - 2o -0 5.8 5.4 3 Jo3][5.6]18.0] 20 ]23
Lab044 1 5.8 5.8 8 Jo2][3.4] 69 ] 20 |[5.9][][ 58 5.8 8 [o2][34]69] 2059
Total - - 5.7 ot Jo235] - [ - -~ 57 [ 670 Jo4|[7.0] - ] - -

B2 (Bias)% = { [ | BETPHIME (Mean) - B (Target) | ]/ EAE(H (Target) } x 100%
4HER 2= (TE, Total Error)% = $8% (Bias)% + 2 x BFF&BEAE (CV)
o (Sigma) = (TEa% - &%= (Bias)%) / RatEERIAE (CV)
A&t @ [2017 v][07 V]| Change | FEEHARE (CUM) @ B [2016 v|[02 v|[01 V| Z [2017 v|[07 V| [31 V|| Change
[TOP]
| Reagent Kit ||Reagent Code|

[Trinity 1 |
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