G6PD & & flig N in B a4 A ke SDI 73

#E4E LotNo © AE0909N (2016-01-01 ~ 2100-12-31) Change
FEN B
. t&RERE(L : Lab007 |
\ | Control N \ Control D
\ QC Control Lot No. | AE0909N | AE0909D
BRI Month CUM Month Cum
IR (2018/07) | (2018/04/18~2018/07/31) | (2018/07) | (2018/04/18~2018/07/31)

\ 28 (N) 8| 26 s 26

| E:EH9(E (Mean)UigHb | 13.6 | 13.9 | 53 | 5.5

\ 2k (SD) o5 | 05 02 | 0.2

| FAEEAE(CV)% A 36 . 38 | 36

\ (i (Target) U/gHb | 143 | 14.3 | 56 | 5.6

\ 4R (TE) % | 122 | 10.0 L 129 | 9.1

| uEERESE(Ea) % [ 20| 20 20 | 20

\ o |41 4.8 . 39 | 5.1

R57E (Bias)% = { [ | #5FFH9ME (Mean) - B (Target)| 1/ FEH (Target) } x 100%

4Hznz= (TE, Total Error)% = 3272 (Bias)% + 2 x EET8 (48 (CV)

o (Sigma) = (TEa% - 27 (Bias)%) / Rat8& 5 {%% (CV)

H#kst© 2018 07 Change ; ZEHHARM (CUM): 5 2018 04 18 £ 2018 07 31 Change
(TOP]
Control N SDI 57 fifE |
Lot No.: AEO9OON ; HaBatif] © 2018-04-18 %= 2018-07-31 ; HA%{H (Target) : 14.3 ; &4k (SD) : 0.50 iz : Lab007
Lab007
+3 5.0,
+2 5.0,
+1 5.0, - ¢ L
Target r . . . P " -
-1 5.0, . L ] [ ] L . ] L ] .
. o * .
-2 5,0, * *
-3 5,0, L] -
Date 04-18 04-20 04-23 04-25 04-27 04-30 05-02 05-04 05-07 05-09 05-11 05-14 05-16 05-18 05-21 05-23 05-25 05-30 07-03 07-06 07-10 07-13 07-17 07-20 07-24 07-27
H4st - 2018 07 Change ; ZEMHAR (CUM): 5 2018 04 18 % 2018 07 31 Change
(TOP]
Control D SDI 7y 1fil&l
Lot No.: AE0909D ; Bt : 2018-04-18 Z 2018-07-31 ; H (K (Target) : 5.6 ; £%45:2= (SD) : 0.30 Bz : Lab007
Lab007
+3 5.0,
+2 5.0,
+1 5.0,
o
Target 5 o5 © & & & 8 9 g g = & & &
=] =] a a

=1 5.0, =} B o =)
-2 5.0, o o
=3 5.0,
Date 04-18 04-20 04-23 04-25 04-27 04-30 05-02 05-04 05-07 05-09 05-11 05-14 05-16 05-18 05-21 05-23 05-25 05-30 07-03 07-06 07-10 07-13 07-17 07-20 07-24 07-27

Hé4ist © 2018 07 Change ; ZEEHHAR (CUM): H 2018 04 18 % 2018 07 31

Change

[TOP]




Control N ;2 Control D SDI
paxiiili=

Lot No.: AEO9OON ; MR © 2018-04-18 % 2018-07-31 ; HE(H (Target) : 14.3 ; &35 (SD): 0.50  (e)

Lot No.: AE0909D ; #:Esfififs] : 2018-04-18 % 2018-07-31 ; H1i&fE (Target) : 5.6 ; ¥t (SD): 0.30 (o) AL : Lab007

Lab007

+3 5.0,

+2 5.0,

+1 5,0, - ¢ L 5

Target 5 5 ' i & & 9 = - o f & E & (]

-5 [2 O . ] § e 2 E =] . o
. o .

=2 5,0, 2 o L 2 a

-3 5,0, L] °

Date 0d-18 04-20 04-23 04-25 04-27 04-30 05-02 05-04 05-07 05-09 05-11 05-14 05-16 05-18 05-21 05-23 05-25 05-30 07-03 07-06 07-10 O7-13 07-17 07-20 07-24 07-27

A%Et - 2018 07 Change ; ZEHRI (CUM): H 2018 04 18 % 2018 07 31 Change

[TOP]




HiREREA GOPD EEME Nl mEGETER (HR—)

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

3EIE Reagent Kit © [1 - Trinity v| Change |

A#sTR

@izt B3 ¢ 2018 v||07 V|| Change

Control N (Lot No.: AE0909N) |: Control D (Lot No.: AE0909D)

.4 |[ReagentKit|| Target | Mean ||n for sp|CV| TE | TEa Target || Mean | n for | )ICV| TE || TEa
UnitlD = 1 code) T ||(U/gHb)||(U/gHb) || Mean||> (%) (%) || %) || © ||| (UrgHb) || (U/gHb)|[Mean||>™|[(%)|| (%) |[ (%) || ©
[Laboo4 [ 1 [ 144 [ 146 | 4 Jo3]2.1][5.5][20][>6][][ 5.7 ][ 5.6 | 4 Jo.1][1.8][5.3][ 20 |[>6]
[Laboo7 [ 1 [ 143 ][ 136 | 8 Jo.5[3.7]12.2][ 20 J[4.1][][ 5.6 ][ 53 ][ 8 J0.2][3.8][12.9][ 20 |3.9]
[Laboto | 1 ][ 158 | 144 ][ 3 Jo.5]3.5][15.8[20]32)[[ 6.2 ][ 56 ][ 3 J0.2]3.6][16.8][ 20 |]2.9]
[towl |- I - ] 10 ][ 15 Joalso) - - JJ0L_-_J 54 J o5 Joaaall - JL- -]
ERE (Bias)% = { [ | &G (Mean) - HAE{E (Target) | ]/ EE{E (Target) } x 100%

HEERZE (TE, Total Error)% = g7 (Bias)% + 2 x REHERAH (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / RatEEREHE (CV)
[TOP]

R RS

R 1 5 [2016 v][02 V][0T V] & [2018 V][07 V] [31 V]| Change |

| | I Control N (Lot No.: AE0909N) I Control D (Lot No.: AE0909D) |
UnitlD £ Reagent Kit|| Target || Mean || n for D CV|| TE ||TEa E||:| Target || Mean || n for CV/|| TE ||TEa E
“ | (Code) * ||(U/gHb)||(U/gHb)||Mean|[> (%)|[ (%) || (%) (U/gHb)||(U/gHb)|[Mean|[>" [|(%)|| (%) |[ (%)
[Lab003 [ 1 [ 144 [ 144 ][ 267 ]0.5]3.5][6.9][ 20 |[5.7][] 5.8 ][ 5.8 ][ 267 J0-2][3.4][6.9][ 20 |[5.9]
[Labo04 [ 1 [ 144 ][ 145 [ 38 Jj0.3]2.1][4.8][ 20 |[>6][][ 5.7 ][ 5.6 ][ 38 ]0-2][3.6][8.9][ 20 |[5.1]
[ Lab006 | 1 ][ 158 [ 135 ][ 64 J[0.5]3.7][22.0 20 J[Ls][][ 62 ][ 5.5 [ 64 ][0.2][3.6][18.6][ 20 ][2.4]
[ Labo07 [ 1 [ 143 ][ 13.9 ][ 346 J[0.9]6.5][15.7][ 20 |2.6][][ 5.6 ][ 5.4 [ 346 ][0.4][7.4][18.4][ 20 |[2.2]
[Laboos [ 1 [ 132 ][ 12,9 [ 45 J0.3]2.3][6.9][ 20 |[>6][][ 4.8 ][ 4.8 [ 45 J0-2][4.2][8.3][ 20 |[4.]
[Labo0o | 1 ][ 144 [ 143 ][ 89 J0.9]6.3][13.3][20 |3.1][[ 5.8 ][ 5.9 [ 89 ]jo.4][6.8][15.3][ 20 |]2.7]
[Labolo [ 1 [ 158 [ 152 [ 32 Jo.6[3.9]1r.7][ 20 |[4.2][][ 6.2 ][ 63 [ 32 ]0.4][6.3][14.3][ 20 |2.9]
[Laboil | 1 ][ 144 [ 137 ][ 67 Jo3]22][92][20]>6][[ 5.8 ][ 57 [ 67 Jj0o.2][3.5][8.7][ 20 ][5.2]
[ Lab012 | 1 ][ 144 [ 143 [ 122]J0.5]3.5][7.7][ 20 |[5.5][0 5.9 ][ 5.9 [ 122 ]f0.3][5.1][10.2][ 20 ][3.9]
[Labo13 | 1 ][ 145 [ 138 ][ 40 Jo.3]22][92][20]>6][ 5.7 ][ 57 [ 40 Jjo.1][1.8][3.5][ 20 |[>6]
[Laboi4 [ 1 [ 144 ][ 145 ][ 102 ]0.5]3.4][7.6][ 20 |[5.7][][ 5.8 ][ 5.6 ][ 102 ][0.2][3.6][10.6][ 20 |[4.6]
[Labote | 1 ][ 147 [ 147 ][ 23 Jo.9]6.1][122][ 20 |3.3][[ 5.6 ][ 5.3 [ 23 ]j0.3][5.7][16.7][ 20 |2.6]
[ Lab029 | 1 [ 144 143 ][ 20 Jo-a]o7][2.1][20]>6][][ 5.8 ][ 5.6 [ 20 Jo.1][1.8][7.0][ 20 |[>6]
[Labo30 | 1 ][ 144 [ 143 ][ 3 Jo.5]3.5][7.7][20]55][0[ 5.8 ][ 54 [ 3 Jo.3]5.6][18.0][ 20 |]2.3]
[Labo44 [ 1 [ 144 [ 152 [ 57 Jjo.95.9]17.4][ 20 J24l[][ 5.8 ][ 63 [ 57 J0.4][6.3][21.3][ 20 |[1.8]
[towl |- | - ] 182 Jwss]oslsel - - - 57 Jsis]odlzol - - -]

W2 (Bias)% = { [ | B9 (Mean) - BHE{H (Target) | 1/ BAE{E (Target) } x 100%
{EER3E (TE, Total Error)% = 2% (Bias)% + 2 x BEHE&E/4R (CV)
o (Sigma) = (TEa% - g7 (Bias)%) / RatEREE (CV)
[TOP]

| Reagent Kit
[Trinity

|[Reagent Code|

[ |




HARERE(r G6PD E &by WAL EHE

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

&R (BRD)

3%E4F Reagent Kit * [1 - Trinity

v| Change |

| Control N H&f=T8E Rt~ bhies

SIEN#R_

Control N (Lot No.: AE0909N)
Month (2018/07) CUM (2016/02/01~2018/07/31)
UnitiD £ Reagent It(it Target Mean nfor || | CV | TE || TEa || Target Mean nfor | (Il CV || TE || TEa |
(Code) £ (U/gHb) (U/gHb) || Mean (%) || (%) || (%) (U/gHb) (U/gHb) | Mean (%) || (%) || (%)
Lab003 1 14.4 - 0 - - - 20 - 14.4 14.4 267 |1 0.5( 3.5 6.9 20 |[ 5.7
Lab004 1 14.4 14.6 4 031 211 55 20 || >6 14.4 14.5 38 031 2.1 | 4.8 20 || >6
Lab006 1 15.8 - 0 - - - 20 - 15.8 13.5 64 0.5 3.7 | 22.0| 20 | 1.5
Lab007 1 14.3 13.6 8 0.5 3.7 || 122 || 20 |[4.1 14.3 13.9 346 (|1 0.9 6.5 || 15.7 | 20 | 2.6
Lab008 1 13.2 - 0 - - - 20 - 13.2 12.9 45 0.3 23| 69 20 || >6
Lab009 1 14.4 - 0 - - - 20 - 14.4 14.3 89 09| 6.3 || 13.3| 20 | 3.1
Lab010 1 15.8 14.4 3 0.5 3.5] 158 20 ||3.2 15.8 15.2 32 0.6( 3.9 | 11.7 | 20 | 4.2
Lab011 1 14.4 - 0 - - - 20 - 14.4 13.7 67 03122 92 20 || >6
Lab012 1 14.4 - 0 - - - 20 - 14.4 14.3 122 || 0.5 35| 7.7 20 |[ 5.5
Lab013 1 14.5 - 0 - - - 20 - 14.5 13.8 40 03221 9.2 20 || >6
Lab014 1 14.4 - 0 - - - 20 - 14.4 14.5 102 |[0.5][ 3.4 | 7.6 20 | 5.7
Lab016 1 14.7 - 0 - - - 20 - 14.7 14.7 23 09 6.1 || 12.2 ] 20 | 3.3
Lab029 1 14.4 - 0 - - - 20 - 14.4 14.3 20 0.11[ 0.7 | 2.1 20 || >6
Lab030 1 14.4 - 0 - - - 20 - 14.4 14.3 3 0.5( 35| 7.7 20 |[ 5.5
Lab044 1 14.4 - 0 - - - 20 - 14.4 15.2 57 09159 || 174 20 |24
Total - - 14.0 15 0.7 5.0 - - - - 14.2 1315 || 0.8 || 5.6 - - -

BR2E (Bias)% = { [ | BeF P9 (Mean) - BE{E (Target) | 1/ BAE{E (Target) } x 100%

#8:R2= (TE, Total Error)% = &2 (Bias)% + 2 x BEE R4 (CV)

o (Sigma) = (TEa% - %2 (Bias)%) / BETEEIAE (CV)

A4rst : [2018 v][07 V][ Change F&HEART (CUM) @ & [2016 v|[02 V][0T V] Z [2018 V|[07 V][31 V][ Change

[TOP]
| Control D A&t Retéat 2 lbilE |
| | | Control D (Lot No.: AE0909D) |
Month (2018/07) CUM (2016/02/01~2018/07/31)
UnitiD £ Reagent It(it Target Mean nfor || | CV | TE || TEa || Target Mean nfor | (oIl CV || TE || TEa |
(Code) £ (U/gHb) (U/gHb) || Mean (%) || (%) || (%) (U/gHb) (U/gHb) | Mean (%) || (%) || (%)

Lab003 1 5.8 - 0 - - - 20 - 5.8 5.8 267 |1 0.2 34| 69 20 |[ 5.9
Lab004 1 5.7 5.6 4 0.1 18] 53 20 || >6 5.7 5.6 38 021 3.6 | 89 20 | 5.1
Lab006 1 6.2 - 0 - - - 20 - 6.2 5.5 64 0.2/ 3.6 | 186 20 |24
Lab007 1 5.6 5.3 8 0.2 3.8 | 1291 20 |[3.9 5.6 5.4 346 (|04 7.4 || 184 | 20 | 2.2
Lab008 1 4.8 - 0 - - - 20 - 4.8 4.8 45 02 42 | 83 20 |/ 4.8
Lab009 1 5.8 - 0 - - - 20 - 5.8 5.9 89 04| 6.8 || 153 20 | 2.7
Lab010 1 6.2 5.6 3 0.2 3.6 1681 20 (2.9 6.2 6.3 32 04163 | 143 20 |29
Lab011 1 5.8 - 0 - - - 20 - 5.8 5.7 67 021 3.5| 8.7 20 |[ 5.2
Lab012 1 5.9 - 0 - - - 20 - 5.9 5.9 122 1 0.3 5.1 |[ 10.2] 20 | 3.9
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 |[ 0.2 3.6 || 10.6 | 20 | 4.6
Lab016 1 5.6 - 0 - - - 20 - 5.6 5.3 23 0.3 5.7 || 16.7] 20 | 2.6
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 5.4 3 0.3]/ 5.6 | 180 20 |23
Lab044 1 5.8 - 0 - - - 20 - 5.8 6.3 57 04163 | 213 20 | 1.8

[ Total | - - [ s4 J[ 15 Joaf3z - J[ - J[-JI - | 57 Jus15fodaffzo] - [ - | -]

BR2E (Bias)% = { [ | Be P9 (Mean) - BE{E (Target) | ]/ BAE{E (Target) } x 100%

#EER7= (TE, Total Error)% = g7 (Bias)% + 2 x REHBE/AE (CV)

o (Sigma) = (TEa% - %2 (Bias)%) / BETEEIAE (CV)

H#hst ¢ [2018 v][07 V]| Change FEEHIERE (CUM) : B [2016 V| [02 v][01 V| & [2018 V]| [07 V]|[31 V]| Change

[TOP]

Reagent Kit

||Reagent Code|

[Trinity
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