2021 & 02

" G6PD ®Et#% FHEIPM NS EFL |

— R E A FRIPAINE RS
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
S H 7 7

B sF e (n) 36 36
¢ i~ # (Median) 16.0 (U/g Hb) 5.3 (U/g Hb)
T2 (Mean) 15.7 (U/g Hb) 5.4 (U/g Hb)

%% (SD) 1.0 0.3
%2 i (CV) 6.4% 5.6%

G6PD 1 5% & § IF] 14.3 ~ 17.7 (Ulg Hb) 5.1~ 6.0 (U/g Hb)
Hb 1 2 & f & 1.8 ~ 2.3 (g/dL) 1.8 ~ 2.3 (g/dL)
P E AT 2HE Ew ARt R A R el

** G6PD Method = Lanner kit, 37°C
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o e B AN H ARG (Target Value)
6.5-
1 +3SD
+2SD
: - —2SD
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G6PD & S fwba N Eban B4t 45 A 5 SDI 53 {ffi

3ESZ LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) |/ Change
FIENEZ
A A B .
| FREREAAL : Lab012
‘ ‘ Control N | Control D
| QC Control Lot No. | AHI220N | AH1220D
BRI Month CUM Month CUM
RIRIIR (2021/02) (2020/11/27~2021/02/27) (2021/02) (2020/11/27~2021/02/27)
ZEHEERT (N) 7 | 26 | 7 26
Z 2 PH{E (Mean) U/gHb 145 | 14.6 [ 52 53
\ 2 HERE (SD) oo | 0.2 [0l 0.1
| BEHEELE (CY) % | 07 | 1.4 [ 19 1.9
H E{E (Target) U/gHb 144 | 14.4 [ 53 53
44282 (TE) % 2.1 | 4.1 [ 57 3.8
\ A HFUERE (TEa) % 20 | 20 | 20 20
\ o R >6 [ >6 >6
172 (Bias)% = { [ | £FHPH9ME (Mean) - FFE{E (Target) | 1/ B HE{H (Target) } x 100%
4azR7= (TE, Total Error)% = 5572 (Bias)% + 2 x REF S E{RHE (CV)
o (Sigma) = (TEa% - %72 (Bias)%) / BEH#EFE4E (CV)
Bkt Change | ; ZEHIR (CUM) : H % [2021 [02][27 ] | Change
[TOP]
Control N 7 Control D SDI
paxiil
Lot No.: AHI220N ; #REGHH[E] © 2020-11-27 25 2021-02-27 ; F#8{E (Target) : 14.4 ; %8432 (SD): 0.40 (o)
Lot No.: AH1220D ; # B[S :© 2020-11-27 28 2021-02-27 ; F#8{& (Target) : 5.3 ; & f@#52 (SD): 0.13 (o) Ffir : Lab012
Labo12
+3 S.D.
+2 S.D.
"] O o
1 S.D. L 2 2 2 * L 2 *
* o o e o o . A * o
Target [® @ o o o 5 & ! = 5—a—a—2 - *~—o
-1 5.0, a u] a u] a a a u] a
o o o
-2 S.D.
-3 S.D.
Date 11-27 12-01 12-04 12-08 12-11 12-15 12-18 12-22 12-25 12-29 12-31 01-05 01-08 01-12 01-15 01-19 01-22 01-26 01-29 02-05 02-09 02-10 02-16 02-19 02-23 02-26
At Change | ; ZEHifAf (CUM) : & [2020 ] [11 ] [277 % [2021 -1[02"][27 ] | Change
[TOP]

Lot No.: AHI220N ; #ERHI[E : 2020-11-27 Z 2021-02-27 ; F A5 (Target) : 14.4 ; 348832 (SD) : 0.40

Lab012
+3 S5.D.

+2 5.0,
+1 S.D.
Target
-1 S5.D.
-2 5.0,
-3 S.D.

Date

Control N SDI 731

EE{i : Lab012

*

*

*
*

*

Héat - Change

s B (cum) B % [2021 ][0z [27 ] [ change

11-27 12-01 12-04 12-08 12-11 12-15 12-18 12-22 12-25 12-29 12-31 01-05 01-08 01-12 01-15 01-19 01-22 01-26 01-29 02-05 02-09 02-10 02-16 02-19 02-23 02-26

[TOP]



Control D SDI 731

Lot No.: AH1220D ; #BRHAR : 2020-11-27 % 2021-02-27 ; EHE{H (Target) : 5.3 ; £ 8834 (SD) : 0.13 FEAir : Lab012

Lab012
+3 S5.D.

+2 5.0,

+1 S.D.

Target = = =) =) =) =3 & &

-1 5.0, o o o o o o F = N = N |

-2 5.D.

-3 S.D.

Date 11-27 12-01 12-04 12-08 12-11 12-15 12-18 12-22 12-25 12-29 12-31 01-05 01-08 01-12 01-15 01-19 01-22 01-26 01-29 02-05 02-09 02-10 02-16 02-19 02-23 02-26

Rt : Change | ; FEHHA (CUM) : A % [2021 1[02 -][27 ] [ change
[TOP]




HhmbREAr GOPD E =iy NE i EFET4ER (F8k—)
J4E LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) || Change

4% Reagent Kit : Change

Er
. Aute |
Gt A Change
] | | Control N (Lot No.: AH1220N) [ Control D (Lot No.: AH1220D)

. ¢ Reagent Kit | Target Mean | n for CV | TE |TEa Target Mean | n for CV | TE |TEa
UnitlD = codey + | (UlgHb) | (U/gHb) |Mean S oiy [ @) | @) | © | | (Ulattb) | (Uretib) | Mean |SP | %) | %) | ) | ©
| Lab006 | 4 159 [ 162 | 4 Joaoe31 (20 [>6[[ 53 | 54 [ 4 Jo1[19[56][20 [>6
| Labo07 | 4 164 | 168 | 8 [05[3.0]84 20 [59[ 58 [ 59 [ 8 [o1[17[51]20 [>6
| Labo0s | 4 144 | 148 | 9 [os[3495[20 [51] 53 [ 52 [ 9 [02[38[9.6]20 [48
[ Labolo | 4 159 [ 1se [ 2 [-[--J2 -] 52 [ 53 [ 2 [-[-[-[2][-
| Laboll | 4 168 | 166 | 4 [02]12]36/20 [>6[ 56 | 55 [ 4 [02[3.6[9.1]20 |51
[ Labo12 | 4 144 | 145 [ 7 Joafor21 20 [>6 || 53 | 52 [ 7 Jo1[19[57]20 [>6
| Lab029 | 4 166 | 158 [ 2 [ - -2 -] 53 [ 56 [ 2 [-[-[-]2][-
| Total | - - 157 [ 36 [10fea - [ - [-[] - | 54 [ 36 [03[56]-[-[-
S5 (Bias)% = { [ | ZEFPH9IE (Mean) - B F{E (Target) |1/ E E{ (Target) } x 100%

#85zE (TE, Total Error)% = 3272 (Bias)% + 2 x RETEEEHE (CV)
o (Sigma) = (TEa% - 37 (Bias)%) / RETEEEHE (CV)
[TOP]
SN
ZEHHAR ¢+ 5 (2019 +|f02 +||o1 v %2021 +|[02 +||28 +| | Change
] ] ] Control N (Lot No.: AH1220N) [l Control D (Lot No.: AH1220D)

¢ |ReagentKit | Target | Mean | nfor CV | TE |TEa Target | Mean | n for CV | TE |TEa
UnitlD =1 codey £ | (U/gHb) | (U/gHb) | Mean SDT ey | @) [%) | © | | (Uletb) | (UleHb) |Mean |52 |©0) | %) | ) | ©
| Lab006 | 4 C 159 [ 159 | 84 [08[s50[10.1[20 [40[[ 53 [ 54 [ 84 [02[37[93 [20 [49
| Labo07 | 4 164 | 167 [ 97 [06]36[9.0 [20 [50[[ 58 [ 58 [ 97 [02[34][69 20 [59
| Labo0s | 4 144 | 149 [ 218 [09]60 (15620 [28[ 53 [ 51 [ 218 [0.2[3.9[11.6]20 [42
[ Labo09 | 4 159 [ 162 [ 73 [06[3.7[93 [20 [49[[ 52 [ 55 [ 73 [02[3.6][13.0]20 [4.0
| Lab0l0 | 4 159 | 163 [ 55 [09]55[13.6/20 [32[[ 52 | 55 [ 55 [03]55[167)20 2.6
| Laboll | 4 168 | 166 | 67 [06]36[84 [20 [52][ 56 [ 56 [ 67 [02[36]7.1 20 [56
| Labol2 | 4 144 | 150 [ 134 [05[33 (10820 [48[[ 53 [ 53 [ 134 [0.2[38[75 20 [53
[ Lab029 | 4 166 | 152 [ 93 [08[53[19.0[20 [22][ 53 [ 52 [ 93 [0.2[38[9.6 [20 [48
| Total | - - [ 1se [s2 1ofeal - [ - |- - | s4 [s203[56] - | - |-
72 (Bias)% = { [ | B&FPH9(E (Mean) - HE(H (Target) | 1/ EIEA (Target) } x 100%

#8372 (TE, Total Error)% = 27E (Bias)% + 2 x Rt SR (CV)
o (Sigma) = (TEa% - 3% (Bias)%) / BB EH (CV)
[TOP]
| Reagent Kit |Reagent Code

‘Lanner ’4




=hnbp B L G6PD E Bl NEmEFetéas (8RR 2)
3EHE LotNo © [ AH1220N (2019-01-28 ~ 2100-12-31)  ~| Change

#Ef% Reagent Kit : Change

BIENSER
‘Control N A#ratet 2atans
=
\ | | Control N (Lot No.: AH1220N)
\ | \ Month (2021/02) [l CUM (2019/02/01~2021/02/28)
UnitiD 1 Reagent Kit || Target Mean | n for @ CV | TE | TEa FH Target Mean | n for ’; CV | TE |TEa ’:
= | (Code)? | (U/gHb) | (U/gHb) |Mean | |(%) |(%) | (%) (UlgHb) | (U/gHb) |Mean >~ (%) | (%) | (%)

| Lab006 | 4 159 [ 162 | 4 Joafos[31 20 [>6[[ 159 [ 159 [ 84 [08[50[10.1]20 [40
| Lab007 | 4 164 | 168 | 8 (05308420 [59]] 164 [ 167 [ 97 [0.6[36[9.0 [20 [50
| Lab008 | 4 C 144 | 148 | 9 [os5[34[95[20 [51]] 144 [ 149 [ 218 [09]6.0 [156] 20 [2.8
| Lab009 | 4 C1s9 - o [ - -T2 -0 159 [ 162 [ 73 [0.6[3.7]93 20 [49
| Lab010 | 4 D159 [ 1se [ 2 [- -T2 -] 159 | 163 | 55 [09]55[13.6[20 [3.2
| Laboll | 4 168 [ 166 [ 4 [o2[12]36[20 [>6][ 168 | 166 | 67 [0.6[3.6 84 [20 [52
| Lab012 | 4 D144 [ 145 [ 7 Joafo7[21]20 [>6][ 144 | 150 | 134 [05[33 [10.8[ 20 [48
| Lab029 | 4 D66 [ 158 [ 2 [ - -[-T2 -] 166 | 152 | 93 [0.8[53[19.0[20 [2.2
| Total | - - [ 157 [ 36 [10]64] - o - [ 1se [ 822 [10fea - - [ -
RR7E (Bias)% = { [ | BEFF(E (Mean) - B (Target) | ]/ HAEE (Target) } x 100%
H8@A7Z (TE, Total Error)% = 372 (Bias)% + 2 x ZEHER{AE (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / B [ F (%8 (CV)
JE Change LR (CUM) © (5 [2019 -|[02 -|[o1 ] % [2021 -[[02 -][28 - Change

[TOP]

| Control D H &t 8t Rat4fiat Z Lk
=
\ | \ Control D (Lot No.: AH1220D)
\ | | Month (2021/02) [l CUM (2019/02/01~2021/02/28)
UnitD 4 Reagent Kit || Target Mean | n for E CV | TE | TEa F( Target Mean | n for ’; CV | TE |TEa ’:
= | (Code) ! | (U/gHb) | (U/gHb) |Mean | |(%) (%) | (%) (U/gHb) | (U/gHb) |Mean >~ (%) | (%) | (%)

| Lab006 | 4 53 | 54 | 4 [or[19[s56]20 >6[| 53 | 54 [ 84 [02[37]93[20 [49
| Lab007 | 4 58 | 59 [ 8 [oa[t7[s120 >6[ 58 | 58 [ 97 [02[34]69[20 [59
| Lab008 | 4 53 | 52 [ 9 (02389620 (48[ 53 | 51 [ 218 [02[39]116]20 [42
| Lab009 | 4 Cos2 [ - Lo [---T2-]] 52 | 55 [ 73 [02]36]130]20 [40
| Lab010 | 4 o522 [ s3 [ 2 [ - [-T2-[] 52 | 55 [ 55 [03[55]167]20 [26
| Laboll | 4 56 | 55 | 4 [o2[36[9120 51 56 | 56 [ 67 [02[36]7.1[20 [56
| Lab012 | 4 53 [ s2 [ 7 forfiofs720 6| 53 | 53 [ 134 [02[38]75[20 [53
| Lab029 | 4 053 [ se [ 2 [ - [-T2-[] 53 | 52 [ 93 [02]38]96]20 [48
| Total | - - | 54 [ 36 [03]56] - - - [ 54 [s2 0356 - [ - |-
A7 (Bias)% = { [ | BEF
4E=55% (TE, Total Error)% = u#v{ (Blas)% + 2 x f?f{“ B EL () (CV)
o (Sigma) = (TEa% - 372 (Bias)%) / Rt R (AL (CV)
T Change AR (cuM) : [ [2019 |[02 o1 ] % [2021 [[02 -][28 -] | Change

[TOP]

‘ Reagent Kit ’Reagent Code

‘Lanner ’4
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