G6PD & &g Y El an'E it &5 A ke SDI 73 ffi

5242 LotNo : AEO909N (2016-01-01 ~ 2100-12-31) | Change
SIENER
 W#BREEfL: Lab008 |

‘ ‘ Control N ‘ Control D
\ QC Control Lot No. \ AE0909N \ AE0909D

BRI Month CUM Month CUM

TR (2018/04) | (2018/01/31~2018/04/30) | (2018/04) | (2018/01/31~2018/04/30)
\ ZHEEg (N) I 26 I 26
| ZEFTHYME (Mean)UlgHb [ 129 | 12.9 Coar 4.8
\ ZEHEREE (SD) 03 | 0.3 02 | 0.2
| EEEEH(CV)% | 23 | 2.3 | 43 | 42
|  EfEfE (Target) UgHb | 132 | 13.2 | 48 | 4.8
\ a7 (TE) % 69 | 6.9 . 106 | 8.3
| AEHESE(TEa)% | 20 | 20 20 | 20
\ o E >6 Co42 | 4.8
FR7E (Bias)% = { [ | #E-FH9{H (Mean) - EE{H (Target)| ]/ HFE(E (Target) } x 100%
yazns= (TE, Total Error)% = 317 (Bias)% + 2 x ZEH8E(48 (CV)
o (Sigma) = (TEa% - 27 (Bias)%) / RatZEHEMAE (CV)

F#%ist: 2018 04 Change ; EIEMHARY (CUM): |5 2018 01 31 %2018 04 30 Change
(TOP]

Lot No.: AEO909N ; #@ligHAf] : 2018-01-31 & 2018-04-30 ; HiZ{H (Target) : 13.2 ; &% {Z#E52 (SD) : 0.50

Lab008
+3 5.0,

+2 5.0,
+1 S.D.
Target
-1 S5.D.
-2 5.0,

-3 S.D.

Date

Control N SDI 73 fff &

Efir LabOOB’

A%zt © 2018| 04 Change

; EEMHHRST (CUM) : [ 2018 01 31 Z 2018 04 30 Change

01-31 02-03 02-07 02-10 02-14 02-17 02-21 02-24 02-28 03-03 03-07 03-09 03-14 03-17 03-21 03-24 03-28 03-31 04-04 04-07 04-11 04-14 04-18 04-21 04-25 04-28

Lot No.: AE0909D ; fEgiARE : 2018-01-31 £ 2018-04-30 ; HiZ(H (Target) : 4.8 ; &35 5#:7 (SD) : 0.30

Lab008
+3 5.0,

+2 5.0,
+1 5.0,
Target
-1 5.D.
-2 5.D.

-3 S.D.

Date

Control D SDI 7317 &

Ei{ir : Lab008

H#izt© 2018| 04 Change

ZEIHART (CUM) : 2 2018 |01 31 % 2018| 04 30 Change

01-31 02-03 02-07 02-10 02-14 02-17 02-21 02-24 02-28 03-03 03-07 03-09 03-14 03-17 03-21 03-24 03-28 03-31 04-04 04-07 04-11 04-14 04-18 04-21 04-25 04-28



Control N &z Control D SDI
pagiini=|

Lot No.: AEO909N ; ##f@iif : 2018-01-31 & 2018-04-30 ; HiZ{H (Target) : 13.2 ; &% {H#:5 (SD): 0.50 (e)

Lot No.: AE0909D ; fERHART © 2018-01-31 % 2018-04-30 ; HfZ(H (Target) : 4.8 ; &#f=#22 (SD): 0.30 (o) Hifir : Lab008
Lab008

+3 5.0,

+2 5.0,

+1 S.D. =) o o * o ™

Target - - B g 2 | = L ] | =5 = 17} . 8
-1 5.0, g L TS f " e * 0 = E + =} - =l

-2 5.0,

-3 S.D.

Date

01-31 02-03 02-07 02-10 02-14 02-17 02-21 02-24 02-28 03-03 03-07 03-09 03-14 03-17 03-21 03-24 03-28 03-31 04-04 04-07 04-11 04-14 04-18 04-21 04-25 04-28

A4zt © 2018) 04 Change ; ZEFHART (CUM) : [ 2018 01 31 & 2018] 04 30 Change

[TOP]



ZEEA G6PD EEME NI LE

3EE LotNo * [AE0909N (2016-01-01 ~ 2100-12-31) | Change |

\\\ J‘—f‘\\\n% ( \\‘Ih‘%_‘ )

38842 Reagent Kit : [1 - Trinity v| Change |
A&atR
GEtAK
Control N (Lot No.: AE0909N) Control D (Lot No.: AE0909D)

.4 | ReagentKit || Target | Mean || nfor CV/|| TE | TEa Target || Mean || n for CV|| TE || TEa
UnitlD = o4y £ || (UlgHb) | (U/gHb) || Mean SDl ol @) © [ || wretib) || (Urgib) || Mean |32l @6 || @) || @) || ©
Lab004 1 14.4 142 |[ 3 Jlo4]2.8][7.0] 20 [>6]| 5.7 5.5 3 5.5][14.4][ 20 |[3.0
Lab007 1 14.3 140 ][ 13 J[o.5]3.6][9.2] 20 [5.0[][ 5.6 5.5 13 1.8][ 5.4 ][ 20 |[>6]
| Lab008 | 1 [ 132 || 129 | l0.3][2.3][6.9] 20 [>6]] 48 | 47 |-|43||106|| 20 |[4.2]
[Laboit ¢ 144 [ 138 J[ 2 J[--J[-J20] - T 58 | 57 ][ 2 J[-][- ][ - J[20] -]
| Lab012 | 1 || 144 | 149 | lo.1]0.7][48] 20 [[>6]] 59 | 6.2 ||1.6|| 8.3 ][ 20 |[>6]
[ Toal [ - [ - [ 138 J[30orfsa[-[-T-T - 1 54 ][30os]fo3][ - - -]
2 (Bias)% = { [ | BEFPIE (Mean) - H1E{E (Target) | 1/ B (Target) } x 100%

#8382 (TE, Total Error)% = gR2 (Bias)% + 2 x REHEER(AR (CV)
o (Sigma) = (TEa% - ZR7E (Bias)%) / R BRAR(CV)
[TOP]
RETHETR
EEHHART : & [2016 v|[02 V] [01 v| & [2018 v|[04 V| [30 V]
Control N (Lot No.: AE0909N) [ Control D (Lot No.: AE0909D)

. ¢ || ReagentKit || Target | Mean | nfor CV|| TE ||TEa Target | Mean | n for CV|| TE | TEa
UnitlD = 1| 4y £ || (Urgib) || (UrgHb) | Mean | 5P %)|| %) || @) || © ||| (Urgtib) | (U/ghb) | Mean | 5P (||| %) | %) | ©
Lab003 1 144 [ 144 [ 267 Jo.5]3.5][69] 20]57[][ 5.8 5.8 | 267 Jo2][3.4][6.9 ] 20 |[5.9]
Lab004 1 144 | 144 | 25 Jo3[21][42][20]>6][][ 5.7 56 | 25 Jo2][3.6][8.9] 20][5.1]
[ Lab006 || 1 [ 160 | 135 ] 64 Jos]3.7][23.0][ 20 J12)J[ 62 ] 55 ] 64 Jo.2][3.6][18.6] 20 ]2.4]
[ Lab007 || 1 [ 143 ] 139 | 326 Jo.9]65][15.7][ 20 ][2.6][][ 5.6 | 54 ] 326 Jo.4][7.4][18.4] 20 ]]2.2]
[ Lab008 || 1 [ 132 ] 130 | 34 Jo3[[23][6.1][20]>6][J[ 48 [ 48 ] 34 Jo-2][42][8.3] 20 |-
Lab009 1 144 | 143 ] 89 J0.9]6.3][13.3][ 20 ]3.1][J[ 58 59 | 89 Jo.4][6.8][15.3] 20
Lab010 1 153 | 155 | 22 Jo.s]32][7.8][ 20 |[58][][ 63 6.5 | 22 Jo.3][4.6][12.4] 20
Lab011 1 144 | 137 | 67 Jo3[22][9.2][20]>6][][ 58 57 | 67 Jo2][3.5][8.7] 20
[ Labo12 || 1 [ 144 | 143 ] 13 Joa]28][63][20]>6][J[_59 ] 60 ] 113 Jo.2][3.3][8.4] 20][5.5]
\_Lab013 I 1 [ 145 ] 138 | 40 Jo3[22][92][20][>6][][ 57 [ 57 ] 40 Jo.1][1.8][3.5] 20 ][>6]
Lab014 || 1 [ 144 ] 145 102 Jo.5[3.4][7.6][20][57)[][ 58 [ 5.6 ] 102 Jo.2][3.6][10.6] 20 |[4.6]
Lab016 1 150 [ 147 ] 23 Jo9Je.1][14.2][ 20 |[3.0][][ 54 53 | 23 Jo3][5.7][13.2] 20
Lab029 1 144 | 143 | 20 Joajo7][2.1][20]>6]][ 58 56 [ 20 Joa][1.8][7.0] 20
Lab030 1 144 [ 143 [ 3 Jos][35][7.7][20][55]][ 5.8 54 ] 3 Jo3]5.6][18.0] 20
Lab044 1 144 [ 152 | 57 Jo.9]5.9][17.4][ 20 J[24][][ 58 63 | 57 Jo4][6.3][21.3] 20
[ Towl T - JC - T 142 Jesafosfse] - - JL-J0C - [ 57 J12s2]o4]fzo] - - J[-]
B (Bias)% = { [ | Bet P 1 z
482 (TE, Total Error)% = gR2= (Bias)% + 2 x RETEER(RE (CV)

o (Sigma) = (TEa% - 3R7E (Bias)%) / R BRAR(CV)
[TOP]
Reagent Kit Reagent Code

Trinity

1




HARERE(r G6PD E &by MER L EHE

#E§F LotNo : [AE0909N (2016-01-01 ~ 2100-12-31) V| Change |

&R (BRD)

#5848 Reagent Kit : [1 - Trinity v| Change |
| Control N B#istH Bat¥ist 2 th® |
Control N (Lot No.: AE0909N)
Month (2018/04 CUM (2016/02/01~2018/04/30)
ol Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV || TE | TEa
UnitID £ (Code) * (Ulgtib) | (Ulgtb) | Mean | SP{l @) || @) | @) | © || Wlettb) || (Uigkb) || Mean || SP{ @) || @) | @) | ©
Lab003 1 14.4 - 0 - - - 20 - 14.4 14.4 267 ({051 3.5 6.9 20 | 5.7
Lab004 1 14.4 14.2 3 04128 | 7.0 20 | >6 14.4 14.4 25 03] 2.1 42 20 || >6
Lab006 1 16.0 - 0 - - - 20 - 16.0 13.5 64 0.5] 3.71/23.0 20 [[1.2
Lab007 1 14.3 14.0 13 0536 92| 20 (50 14.3 13.9 326 |[09] 6.5 157] 20 | 2.6
Lab008 1 13.2 12.9 8 03123 69| 20 || >6 13.2 13.0 34 03] 23] 6.1 20 || >6
Lab009 1 14.4 - 0 - - - 20 - 14.4 14.3 89 091 6.3 133 20 |[3.1
Lab010 1 15.3 - 0 - - - 20 - 15.3 15.5 22 0.5) 321 7.8 20 | 5.8
Lab011 1 14.4 13.8 2 - - - 20 - 14.4 13.7 67 03] 221 9.2 20 || >6
Lab012 1 14.4 14.9 4 0.11[0.7 | 48 | 20 | >6 14.4 14.3 113 |{04 1] 2.8 | 6.3 20 || >6
Lab013 1 14.5 - 0 - - - 20 - 14.5 13.8 40 03] 221 9.2 20 || >6
Lab014 1 14.4 - 0 - - - 20 - 14.4 14.5 102 051 34| 7.6 20 || 5.7
Lab016 1 15.0 - 0 - - - 20 - 15.0 14.7 23 09| 6.1 (| 142 20 |f3.0
Lab029 1 14.4 - 0 - - - 20 - 14.4 14.3 20 0.1 0.7 2.1 20 || >6
Lab030 1 14.4 - 0 - - - 20 - 14.4 14.3 3 0.5) 3.5 7.7 20 | 5.5
Lab044 1 14.4 - 0 - - - 20 - 14.4 15.2 57 09 591|174 20 |24
Total - - 13.8 30 0.7 5.1 - - - - 14.2 1252 (| 0.8 || 5.6 - - -
3= (Bias)% = { [ | BEF PG (Mean) - EREME (Target) | 1/ EFEME (Target) } x 100%
#5372 (TE, Total Error)% = 3RZ (Bias)% + 2 x BEEBE48 (CV)
o (Sigma) = (TEa% - g% (Bias)%) / BETEEAE (CV)
At FEHIRT (CUM) : & [2016 V] [02 V][0T V] Z [2078 ][04 V][30 ] [ Change |
[TOP]
| Control D B&atHH Eat#iat 2 iR |
| [ | Control D (Lot No.: AE0909D) |
Month (2018/04) CUM (2016/02/01~2018/04/30)
o Reagent Kit Target Mean n for CV | TE || TEa Target Mean n for CV | TE | TEa
UnitlD £ (Code) * (Ulgtib) | (Uletb) || Mean || SP | o) | o) || o) || © || wighb) | (Uretib) | Mean | SP |l @) | @) | o) | ©
Lab003 1 5.8 - 0 - - - 20 - 5.8 5.8 267 |[0.21[ 3.4 | 6.9 20 || 5.9
Lab004 1 5.7 5.5 3 0.3 55| 1441 20 |[3.0 5.7 5.6 25 0.2 3.6 | 89 20 |f 5.1
Lab006 1 6.2 - 0 - - - 20 - 6.2 5.5 64 0.2 3.6 || 18.6| 20 | 2.4
Lab007 1 5.6 5.5 13 0.1 1.8 54 20 || >6 5.6 5.4 326 (|04 74| 184 | 20 |22
Lab008 1 4.8 4.7 8 0.21] 431 10.6] 20 ||4.2 4.8 4.8 34 0.21]/42 | 83 20 (4.8
Lab009 1 5.8 - 0 - - - 20 - 5.8 5.9 89 041 6.8 | 153 20 | 2.7
Lab010 1 6.3 - 0 - - - 20 - 6.3 6.5 22 0.3 4.6 || 124 20 | 3.7
Lab011 1 5.8 5.7 2 - - - 20 - 5.8 5.7 67 0.2 3.5 | 87 20 |[ 5.2
Lab012 1 5.9 6.2 4 0.1 1.6 || 83 20 || >6 5.9 6.0 113 |[0.21][ 3.3 | 84 20 | 5.5
Lab013 1 5.7 - 0 - - - 20 - 5.7 5.7 40 0.1 1.8 || 3.5 20 || >6
Lab014 1 5.8 - 0 - - - 20 - 5.8 5.6 102 0.21]] 3.6 || 10.6 | 20 | 4.6
Lab016 1 5.4 - 0 - - - 20 - 5.4 5.3 23 03] 5.7 | 13.2] 20 | 3.2
Lab029 1 5.8 - 0 - - - 20 - 5.8 5.6 20 0.1 1.8 || 7.0 20 || >6
Lab030 1 5.8 - 0 - - - 20 - 5.8 54 3 0.3 5.6 || 18.0| 20 |23
Lab044 1 5.8 - 0 - - - 20 - 5.8 6.3 57 041 63213 20 |1.8
| Total | - L - [ s4 30 Jlosfos] -\ - J[-Jf - | 57 J1safoaff7of - | -]-]
3= (Bias)% = { [ | BEFFIGME (Mean) - EREME (Target) | 1/ EFEME (Target) } x 100%
4EER7= (TE, Total Error)% = g7 (Bias)% + 2 x REHBE/AE (CV)
o (Sigma) = (TEa% - gR%2 (Bias)%) / BETEEIAE (CV)
Bt + [2018 V][04 v|| Change | FEEHHART (CUM) : H [2016 V] [02 v][01 V| Z [2018 V][04 V|[30 V]| Change
[TOP]

Reagent Kit

||Reagent Code

(Trinity

1
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