G6PD 5 BIRBRPHR S HEE e LR SDI 4341l

&2 LotNo © AH1220N (2019-01-28 ~ 2100-12-31) Change

FIENHE
A A, BB .
| 1®BREAfr : Lab003
’ | Control N | Control D
] QC Control Lot No. | AHI1220N | AH1220D
MR AR Month CUM Month CUM
RLAIR (2020/04) | (2020/03/16~2020/04/30) | (2020/04) |  (2020/03/16~2020/04/30)
] ZEHEEH (N) N 52 I 52
| EPE9(H (Mean) U/gHb | 146 | 14.6 |50 | 5.0
] ZEHEREFE (SD) [ 05 | 0.5 03 | 0.2
| BEEEEEE(CV)% | 34 | 3.4 |60 | 4.0
] Hf51{E (Target) U/gHb [ 153 | 153 52 52
] 48205 (TE) % | 114 | 11.4 | 158 | 11.8
| FIEHFMERRE (TEw% | 20 | 20 20 | 20
] o | 45 | 4.5 |27 | 4.0
7% (Bias)% = { [ | ZFFF49(E (Mean) - FHE{E (Target) | 1/ FHE{E (Target) } x 100%
4E =52 (TE, Total Error)% = 337 (Bias)% + 2 x REFEFE{LE (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / Rt FAH (CV)
H%iEt © 2020 04 Change ; ZEEFHARG (CUM): [ 2020 03 16 Z 2020 04 30 Change
[TOP]
Control N fz Control D SDI
PAN]
Lot No.: AHI220N ; fRE&HAfE © 2020-03-16 2 2020-04-30 ; FFE{H (Target) : 15.3 ; #8452 (SD): 0.8 ()
Lot No.: AH1220D ; Baffifi] © 2020-03-16 2 2020-04-30 ; FIHE(E (Target) : 5.2 ; ZB{WAEE (SD): 04 (D) FAIL : Lab003
Lab003
+3 5.D.
+2 5.D.
+1 5.D. &
Target - = ] » g .
-15.0. |g 8 8 o = e § g o 5 © g 0 @ . & § 0O @ O
o . B n
-2 5.0, . . d .
=3 S.D.
Date 03-16 03-17 03-18 03-19 03-20 03-21 03-23 03-24 03-25 03-25 03-26 03-26 03-27 03-27 03-28 03-28 03-30 03-30 03-31 03-31 0d4-01 04-01 04-02 04-02 04-06 04-06
+3 5.0,
+2 5.0, ~
+1 5.0, 5
.
areet o O o e § e 0 o o 5 o ¢ L} o
-1 5.0, |g e O . o a & 5 0 ¢ . . o o
"] o . e ¢ O ™ . *
-2 5,0, - .
=3 5.D.
Date 04-07 04-07 04-08 04-09 04-10 0d-11 04-11 04-13 0d4-14 04-15 0d-16 04-16 04-17 04-17 04-18 04-18 04-20 04-20 0d4-21 04-22 0d4-23 04-24 04-25 04-28 04-29 04-30
H%iEt © 2020 04 Change ; ZEEFHARG (CUM): [H 2020 03 16 Z 2020 04 30 Change
[TOP]

| Control N SDI 43filEl




Lot No.: AH1220N ; #ESEARS © 2020-03-16 & 2020-04-30 ; F#Z{# (Target) : 15.3 ; £ 48#3% (SD) : 0.8 BRIz : Lab003

Lab003
+3 5.0,

+2 5.0,

+1 5.D.

Target -
=1 S.D, | ¢ . .

-2 5.0, > . .

]
L ]
(]

L ]
L
L ]
L ]

=3 5.D.

Date 03-16 03-17 03-18 03-15 03-20 03-21 03-23 03-24 03-25 03-25 03-26 03-26 03-27 03-27 03-28 03-28 03-30 03-30 03-31 03-31 04-01 0d4-01 04-02 04-02 04-06 04-06

+3 5.D.

+2 5.0,

+1 5,0,

Target » hd
-1 5.D. . . L] . * ®

=2 5.D. - -

-3 5.D.

Date 04-07 04-07 04-08 04-09 04-10 0d-11 04-11 04-13 04-14 04-15 04-16 04-16 04-17 04-17 04-18 04-18 04-20 04-20 04-21 04-22 04-23 04-24 04-25 04-28 04-29 04-30

H4ist © 2020 04 Change ; ZEEFHHR] (CUM) : H 2020 03 16 % 2020 04 30 Change

[TOP]

Control D SDI 43ffili&]

Lot No.: AH1220D ; # B[S :© 2020-03-16 Z 2020-04-30 ; FFE(# (Target) : 5.2 ; {8452 (SD) : 0.4 BRIz : Lab003

Lab003
+3 5.0,

+2 5.0,

+1 5.D.

Target =]

-1 5.D.

[n]

=2 5.D.

=3 5.D.

Date 03-16 03-17 03-18 03-15 03-20 03-21 03-23 03-24 03-25 03-25 03-26 03-26 03-27 03-27 03-28 03-28 03-30 03-30 03-31 03-31 04-01 0d4-01 04-02 04-02 04-06 04-06

+3 5.D.

+2 5.0,

+1 5,0,

Target 58—

-1 5.0, |@ Q o o g—=0 g o

=2 5.D.

-3 5.D.

Date 04-07 04-07 04-08 04-09 04-10 0d-11 04-11 04-13 04-14 04-15 04-16 04-16 04-17 04-17 04-18 04-18 04-20 04-20 04-21 04-22 04-23 04-24 04-25 04-28 04-29 04-30

H&%ist: 2020 04 Change ; ZEETHAEI(CUM): H 2020 03 16 & 2020 04 30 Change

[TOP]




=B G6PD E &R Wilm ERETER (HER—)

JEHZ LotNo : |AH1220N (2019-01-28 ~ 2100-12-31) v/| Change |

12 Reagent Kit : | 1 - Trinity v| Change ‘
RS

Gzt At + [2020 v[0s v

| | | Control N (Lot No.: AH1220N) (il Control D (Lot No.: AH1220D) |
Reagent T M fi V|| TE ||TE T M fi CV| TE ||TE
UnitID Kit arget ean || nfor|q C0 . ; a arget ean | nfor|q -V ; a
(U/gHb)||(U/gHb)|[Mean (%)|| (%) |[(%) (U/gHDb)||(U/gHb)|[Mean (%)|[ (%) |[(%)

(Code)l=

[Laboos [ 1t | 153 | 146 | 32 Jos[34]ir4f20]3][][ 52 | 5.0 ][ 32 Jo.3][6.0][15.8] 20 |.7]
[ Toal [ - - J 46 [32 s34 - - I[-IT - 50 [ 32 Jo3ffeo] - - -]

ER (Bias)% = { [ | BeHF9ME (Mean) - BAE(E (Target) | 1/ BAEME (Target) } x 100%
fEsis= (TE, Total Error)% = $8%% (Bias)% + 2 x BEEHEE(4E (CV)
o (Sigma) = (TEa% - &7 (Bias)%) / BETEBEAE (CV)

[TOP]
RETERETR
BEEHHARS ¢ (g [2019 v||02 v||01 v|Z[2020 v|[04 v|[30 V|| Change
| | | Control N (Lot No.: AH1220N) (i Control D (Lot No.: AH1220D) |
Reagent
] IZI Kit Target || Mean ||n for D CV|| TE ||TEa Target | Mean | n for D CV| TE ||TEa
UnitID (Code) (U/gHb)(|(U/gHb)[Mean||>||(%)|| (%) || (%) (U/gHb)||(U/gHb)|[Mean|>~ ||(%)|| (%) || (%)
[Laboo3 [ 1 | 153 | 147 [ 216]o.5][3.4][10.7[ 20 J4.7[][ 52 ] 5.0 ] 216 ]jo.2][4.0][11.8] 20 |j4.0]
[ Toa | - [ - | 147 Jatefos34] - - -0 - ] s0 [216 o240 - - ][-]

72 (Bias)% = { [ | BEHPHHME (Mean) - EFEME (Target) | 1/ BEUE (Target) } x 100%
483735 (TE, Total Error)% = $23 (Bias)% + 2 x BEFEREE (CV)
o (Sigma) = (TEa% - $i7= (Bias)%) / REFEEHE (CV)
[TOP]

Reagent Kit

Trinity || 1 |




HinEREAr G6PD E Bk Wl EREHER (BRT)

32 LotNo : | AH1220N (2019-01-28 ~ 2100-12-31) v| Change |

3E1E Reagent Kit : | 1 - Trinity v| Change |

SIENHER—

Control N 45T BEt4tat 2 th
B

Control N (Lot No.: AH1220N)
Month (2020/04) CUM (2019/02/01~2020/04/30)
Reagent Kit Target | Mean | nfor CV|| TE ||TEa Target | Mean | nfor CV|| TE ||TEa
UnitIDE] (cOde)E] (U/gHb) || (U/gHb) || Mean SD )| %) || (%) || © || || (U/gHb) || (U/gHDb) || Mean SD )| %) || (%) || ©
Lab003 1 15.3 14.6 32 ||0.5]|3.4|11.4| 20 ||4.5 15.3 14.7 216 ||0.5( 3.4 (|10.7]| 20 ||4.7
Total - - 14.6 32 |0.5(|3.4]| - - - - 14.7 216 ||0.5(|3.4| - - -
2 (Bias)% = { [ | B#HPGMHE Mean) - BE(E (Target) | 1/ BFE{H (Target) } x 100%
4E=n =2 (TE, Total Error)% = §8%= (Bias)% + 2 x BT & EARE (CV)
o (Sigma) = (TEa% - ERZ= (Bias)%) / REHEERAE (CV)
Bzt ¢ (2020 v||04 v Change | EEHHARH (CUM) : B [2019 v|[02 v|[01 v|Z [2020 v|[04 v|[30 v|| Change
[TOP]
Control D H&aTEL Betarat 2 th
BER
Control D (Lot No.: AH1220D)
Month (2020/04) CUM (2019/02/01~2020/04/30)
Reagent Kit || Target | Mean || n for CV|| TE ||TEa Target | Mean | nfor CV|| TE ||TEa
unitipLL] (Code L] || (UrgtD) || Urgtb) || Mean|3P [l @) || 00 || © ||| (Urgktb) || (UrgHb) | Mean | >l ¢)|| ¢6) || @0 || ©
Lab003 1 5.2 5.0 32 [0.3][6.0][15.8] 20 [[2.7 5.2 5.0 216 (|0.2]/4.0|(11.8|[ 20 ||4.0
Total - - 5.0 32 (|0.3]|6.0f - - - - 5.0 216 {|0.2]14.0|f - - -
2= (Bias)% = { [ | B¥HPIGME Mean) - BE(E (Target) | 1/ EAE{H (Target) } x 100%
#E=R52 (TE, Total Error)% = 327 (Bias)% + 2 x B RE4E (CV)
o (Sigma) = (TEa% - 5872 (Bias)%) / REHERAE (CV)
Bt : 2020 V][04 v| | Change |  gEiHARE (CUM) @ g [2018 vi[02 v][01 V| % [2020 V][04 v][30 V]| Change |
[TOP]
. Reagent
Reagent Kit Code

Trinity 1
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