G6PD & Bk N Han'E 4L T45 R K SDI 73 {fii

58§ LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) -] Change
eI B
 iRBRTE(r:Lab007 |
| | Control N ‘ Control D
| QC Control Lot No. | AHI1220N \ AH1220D
N Month CUM Month CUM
T ]
(2021/03) (2020/12/15~2021/03/31) (2021/03) (2020/12/15~2021/03/31)
| ZEHER (N) L4 26 I 26
| ZEHME Mean) UlgHb [ 171 | 16.9 59 | 5.9
| ZEHERE S (SD) [ 06 | 0.6 02| 0.2
] TEFHEEGE (CV) % [ 35 | 3.6 B 34
| FI {28 (Target) U/gHb | 164 | 16.4 58| 5.8
| 495857 (TE) % e 10.1 |85 | 8.5
| UEHESE(TE)% [ 20 | 20 20 | 20
] o [ 45 | 47 B 5.4
7 (Bias)% = { [ | B3I F9{H (Mean) - B E{E (Target) | 1/ EFEHE (Target) } x 100%
4H2R 5% (TE, Total Error)% = 27 (Bias)% + 2 x ZEH#E(4% (CV)
o (Sigma) = (TEa% - #i7Z (Bias)%) / Rt RAH (CV)
Bt : Change | ; FatHiR (CUM) @ [ [2020 [12[15™] = [2021[03™[31 ] | Change
[TOP]

Control N &z Control D SDI
SaKi

Lot No.: AHI220N ; #&ERHAR © 2020-12-15 Z 2021-03-31 ; EHE({H (Target) : 16.4 ; S+#{Tt3% (SD) : 0.40 ()
Lot No.: AH1220D ; f&E&HARS © 2020-12-15 % 2021-03-31 ; B E(H (Target) : 5.8 ; &2 (SD): 0.20 (D) AL : Lab007
Lab007 o o ¢ .
+3 S.D. hd
[ ] o
+2 5.0, . hd - hd
+1 S.D. L 2 8 1= 1= =) 8 hd 1= ¢ ° =)
a L ] a a m] [ 8
Target . g =) =) =) & L &
| a * =] | ]
-1 S.D. a =}
-2 S5.D.
L ]
-3 S.D.
Date 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 02-02 02-05 02-09 02-13 02-16 02-19 02-23 02-26 03-02 03-05 03-09 03-12

Hegzt - Change

s BEHR (CUM) : 5 - Change

[TOP]

Control N SDI 471ffi |

Lot No.: AH1220N ; fgEgHAR] © 2020-12-15 % 2021-03-31 ; H{E{E (Target) : 16.4 ; 2 EEHEZ (SD) :

0.40

Lab007 . o g
+3 S.D.

+2 5.0, *>

+1 S.D.,

*

Target > > >

-1 5.D.

-2 5.D.

-3 S.D.

Date

A4zt - [2021 4 [03 7] | Change |

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 02-02 02-05 02-09 02-13 02-16 02-19 02-23 02-26 03-02 03-05 03-09 03-12

BB (CUM) ¢ 1 (2620 9 [12.7 157 2 [2021 7057 (557 | Chane

[TOP]



Control D SDI 471 |

Lot No.: AH1220D ; f&E&HART © 2020-12-15 % 2021-03-31 ; HFE{E (Target) : 5.8 ; 2 f84E3 (SD) : 0.20 HAL : Lab007

Lab007
+3 S.D.

+2 S5.D,

[u]
o

o
o
[u]
o
[u]

+1 5.0,

Target = = = & &

-1 S.D., 88—~

-2 5.D.

-3 S.D.

Date 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 02-02 02-05 02-09 02-13 02-16 02-19 02-23 02-26 03-02 03-05 03-09 03-12

Azt Change | ; ZEHHART (CUM) : (5 [2020 [127][15 -] % [2021 7][03 -][31 - | Change

[TOP]




Zhaig L GOPD EEfgln Nl E S HER (F8k—)

7532 LotNo © | AH1220N (2019-01-28 ~ 2100-12-31)  ~| Change

#EE Reagent Kit : |4 - Lanner v/ Change
SENLEE—
- A%itE |
4ist Ay - [2021 -|[03 -] | change
| | | Control N (Lot No.: AH1220N) (] Control D (Lot No.: AH1220D)

.4 |Reagent Kit | Target | Mean |n for CV|| TE |TEa Target | Mean |n for CV TE |TEa
UnitlD =1 o4y t | (U/gHb) |(U/gHb) [Mean SDl oy @) [ | @ | | (Urgrb) |(Urgtb) [Mean 2 |%) (%) | (%)
| Lab006 | 4 159 [ 167 [ 5 [o5[3.0[11.0[20 [50[[ 53 [ 54 [ s ’7\19]56\20’7
| Lab007 | 4 164 | 171 | 4 Joe[35[113[20 [45[[ 58 [ 59 [ 4 [0.2[3.4[85]20 [5.4
| Lab008 | 4 144 | 153 [ 9 os5[33[12.8[20 [42[[ 53 [ 54 [ 9 [0.2[3.7[9.3]20 [49
| Lab0l0 | 4 159 [ 162 [ 4 [o3[19]s56 (20 [>6[[ 52 [ 53 [ 4 Jo1[19]57]20 [>6
| Laboll | 4 168 | 173 [ 4 [o7[40[111]20 [43[[ 56 | 56 [ 4 [02[3.6[7.1]20 56
| Total | - [ 163 [ 26 Jo9ofss[ - [ - [-[[ - | 55 [ 26 [03[55]- - [-
w7z (Bias)% = { [ |5¥§Jr$i’:ﬂﬁ (Mean) - HAZ{H (Target) | 1/ FHZ{H (Target) } x 100%

H8AZE (TE, Total Error)% = 272 (Bias)% + 2 x BHETER(RE (CV)
o (Sigma) = (TEa% - 327 (Bias)%) / REHER(GE (CV)
[TOP]
- BrtitE
ZEHHART - B (2019 /|02 +||01 v| % [2021 || 03 v||31 | 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 = | ey & | (UlgHb) | (UgHb) |Mean °2 (%) | (%) | (%) | © | |(UlgHb) |(U/gHb) Mean > (%) | (%) |(%) | ©
[ Laboos | 4 | 159 [ 160 | 89 [0.8]50(10.6(20 3.9/ 53 | 54 | 89 [0.2[3.7]9.3[20 [4.9
[ Lab0o7 | 4 | 164 [ 167 [101 [0.6[3.6[9.0 [20 [5.0]| 58 [ 58 [101 [0.2[3.4[6.9[20 5.9
[ Lab0o8 | 4 | 144 [ 149 [227 [09]6.0[156[20 28] 53 [ 51 [227 [0.2[3.9[11.6]20 [4.2
[ Lab009 | 4 [ 159 [ 162 | 73 [0.6[3.7[93 20 49 52 [ 55 | 73 [0.2[3.6[13.0] 20 [4.0
[ Labo10 | 4 [ 159 [ 163 | 59 [0.9]55[13.6/20 32| 52 | 55 | 59 [0.3]55]16.7]20 [2.6
[ Laboll | 4 | 168 [ 166 | 71 [0.6[3.6[84 20 52| 56 | 56 | 71 [0.2[3.6[7.1[20 [5.6
[ Lab0o12 | 4 | 144 [ 150 [134 [0.5[33[10.8[20 (48] 53 [ 53 [134 [0.2[3.8[7.5[20 [5.3]
[ Lab029 [ 4 [ 166 [ 152 [ 93 [0.8[53[19.0(20 22[[ 53 [ 52 [ 93 [0.2[3.8[9.6 [20 [4.8
| Total | \ 156 (848 [1o0fea| - [ - [-[] - [ 54 [s4803[56] - [ - |-
SR (Bias)% = { [ |251“+3Fi’j{§ (Mean) - H1E{H (Target)| / A (Target) } x 100%

48572 (TE, Total Error)% = 5272 (Bias)% + 2 x R FAE (CV)
o (Sigma) = (TEa% - 7= (Bias)%) / EETHEE(RE (CV)
[TOP]
| Reagent Kit ‘Reagent Code

|Lanner ‘4




HinbRE L GOPD & Efuln NELmEGETER (BERT)

75 $E LotNo : |AH1220N (2019-01-28 ~ 2100-12-31) - Change

5Ef5 Reagent Kit : Change
FENMR—
Control N H&fiat 8L Rat4fiat Z LR
=
| | \ Control N (Lot No.: AH1220N)
\ ] \ Month (2021/03) Il CUM (2019/02/01~2021/03/31)

. ' Reagent Kit | Target Mean | n for CV | TE |TEa Target Mean | n for CV | TE |TEa
UnitlD £ 4oyt | (UlgHb) | (UlgHb) | Mean |52 (%) | (%) | ©4) | © | | (Uighb) | (Urghb) | Mean | 5P | %) | %) | (%) | ©
| Lab006 | 4 159 [ 167 | 5 [os[3.0[11.0[20 [50[] 159 | 160 | 89 [0.8]5.0/10.6 |20 [3.9
| Lab007 | 4 164 [ 171 [ 4 foe[35 (11320 [45[[ 164 [ 167 [ 101 [0.6[3.6]9.0 [ 20 [5.0
| Lab00g | 4 | 144 | 153 | 9 [05[33[128]20 [42][ 144 | 149 | 227 [09]6.0 15620 [2.8
| Lab009 | 4 s [ - To [T -T2 -] 159 [ 162 | 73 [06]3.7]93 20 [49
| Lab010 | 4 159 [ 162 | 4 [03[19[56 20 [>6[] 159 | 163 | 59 [0.9]55]13.6]20 [32
| LabOll | 4 168 [ 173 [ 4 [o7[40 11120 [43[[ 168 [ 166 [ 71 [0.6[3.6]84 [20 [52
| Labo12 | 4 144 [ - Lo [--1-J20[-]] 144 | 150 | 134 [05][3.3]10.8] 20 [48
| Lab029 | 4 e [ - T o [--T -T2 -] 166 | 152 | 93 [08]53]19.0]20 [22]
| Total | - 163 [ 26 Joofss| - [ - [-[] - | 156 |[s848 [10]64| - [ - [-
B Biago= ([ | 22

4E=R = (TE, Total Error)% = ;;3?5 (Blas)% + 2 x EEtsE LE (CV)
& (Sigma) = (TEa% - 375 (Bias)%) / B2 F/581 (CV)
Rzt Change ZEHAR (CUM) : [ [2019 )[02 ] [01 7 % [2021 -1[03 ] [31 -] | Change
[TOP]
Control D H &8 Rat4fiat Z Lk
=
| | \ Control D (Lot No.: AH1220D)
| | ] Month (2021/03) [l CUM (2019/02/01~2021/03/31)
‘ UnitlD £ Reagent Kit | Target Mean | n for E CV | TE |TEa F( Target Mean | n for ‘; CV | TE |TEa F
= | (Code) ! | (U/gHb) | (U/gHb) | Mean %) (%) | (%) (U/gHb) | (U/gHb) | Mean (%) | (%) | (%)
| Lab006 | 4 53 | 54 [ s Joafiofsef20[>6[[ 53 [ 54 [ 8 [02[37[93 20 [49
| Lab007 | 4 58 | 59 [ 4 [o2[34[85[20 [54]] 58 | 58 [ 101 [02[34[69 20 [59
| Lab00g | 4 53 [ 54 [ 9 fo2[37[93[20 [49]] 53 | 51 [ 227 [02[39[11.6] 20 [42]
| Lab009 | 4 Cos2 [ - o [-l-[-T2[-]] 52 [ 55 [ 73 [02]36]130]20 [40
| Lab010 | 4 52 | 53 [ 4 Joafiofs720[>6[[ 52 [ 55 [ 59 [03[55]167]20 [26
| Laboll | 4 56 | 56 [ 4 Jo2[36[7120 [56]] 56 | 56 | 71 [02[36]7.1[20 [56
| Labo12 | 4 Cos3 [ - [0 [ --T2[-1] 53 | 53 134 [02[38]75][20 [53
| Lab029 | 4 53 [ - o [0 -[-T2[-]] 53 [ 52 [ 93 [02]38]96]20 [48
| Total | - - ss 26 (o3ss[ - [ - [-] - | 54 [sa48fo3[56] - [ - [-
A (Biasyo = { [ | FaFFE9(E (Mean) - H L (Target) | ]/ HEHE (Target) } x 100%
#8572 (TE, Total Error)% = 372 (Bias)% + 2 x ZEFE R{A% (CV)
G(Slgma) (TEa% - 257 (Bias)%) / RETERAE (CV)
EESTEE Change ZEHR (CUM) ¢ & [2019 ] [02 [01 ] % [2021 7] [03~][31 7] | Change
[TOP]
‘ Reagent Kit ‘Reagent Code

|Lanner ‘4
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