2019 # 12 * G6PD % E#% FHIP N&EFHFL |

— o R E A FHREP NS E R R
Control N Control D
G6PD
(Lot No.:AH1220N) (Lot No.:AH1220D)
S H 7 7
KNS ()] 32 32
® =% (Median) 15.8 (U/gHb) 5.4 (U/gHb)
T i2iE (Mean) 15.6 (U/gHb) 5.4 (U/gHb)
%41 (SD) 1.1 0.3
%3 %k (CV) 7.1% 5.6%
G6PD t& &% & 4 [l 13.7 ~ 17.4 (U/gHb) 4.8 ~6.2 (U/gHb)
Hb & % (& 4 [l 2.0~2.4(g/dL) 2.0~2.4(g/dL)
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G6PD & & fabi Nl e Gt 45 R K SDI 734

7583% LotNo © AH1220N (2019-01-28 ~ 2100-12-31)  Change

1| fil:2
A JEA T .
_ #BRWfr:Labol0 |
Control N Control D
QC Control Lot No. AHI1220N AH1220D
BRI Month CUM Month CUM
AR (2019/12) (2019/02/01~2019/12/31) (2019/12) (2019/02/01~2019/12/31)
] ZEHEhE (N) 3 | 18 3 | 18
| EERPS{E Mean) UgHb | 172 | 16.7 59 | 55
! ZEHIEE (SD) 03| 038 03| 03
] FEERAB(CY) % [ 17 4.8 I 5.5
] E /{4 (Target) U/gHb [159 | 15.9 [ 52 52
] 43 (TE) % |17 14.6 | 236 | 16.7
] HEF4EERE (TEa) % 20 | 20 20 | 20
] o B 3.1 REE 2.6
275 (Bias)% = { [ | ZEFFH(E (Mean) - HE{A (Target) |1/ B (Target) } x 100%
{42872 (TE, Total Erron)% = 7 (Bias)% + 2 x B ER (48 (CV)
o (Sigma) = (TEa% - 7% (Bias)%) / Bat8F(4H (CV)
H&gst © 2019 12 Change ; ZEEHHARI(CUM): B 2019 02 01 % 2019 12 31 Change
[TOP]
Control N SDI 4/
Lot No.: AHI220N ; #4E#EART © 2019-02-01 Z8 2019-12-31 ; FI4E{H (Target) : 15.9 ; £ 48335 (SD) : 0.70 SR : Lab010
Lab010
+3 5.0,
+2 5,0, b 'y 'y - - - 'y Y
+1 5.0 A4 hd * hd
o .
Target ry -
-1 5,0, . * .
-2 5,0,
-3 5.0,
Date 05-24 06-29 07-05 07-12 07-19 07-26 08-09 06-21 08-28 09-06 09-07 09-27 10-10 10-14 11-08 12-06 12-19 12-27
H%Et: 2019 12 Change ; ZEHRT(CUM) : [§ 2019 02 01 % 2019 12 31 Change
[TOP]
Control D SDI #3ffifEl |
Lot No.: AH1220D ; i B © 2019-02-01 % 2019-12-31 ; FfZ{E (Target) : 5.2 ; 2 {EA3% (SD) : 0.40 AL : Lab010
Lab010
+3 5.0,
o
+2 5.0, &
+1 5.0, =} =) = ° =}
o o o
Target [u] =] [u] & & [u] [u] ]
-1 5.0,
=2 5.0,
-3 5.0.
Date 05-24 06-29 07-05 07-12 07-19 07-26 08-09 06-21 08-28 09-06 09-07 09-27 10-10 10-14 11-08 12-06 12-19 12-27
HA%Et© 2019 12 Change ; ZEFHARG (CUM): [ 2019 02 01 % 2019 12 31 Change

[TOP]



Control N £z Control D SDI
gaxiitl

Lot No.: AH1220N ; f&E&HARE : 2019-02-01 & 2019-12-31 ; HAZE(H (Target) : 15.9 ; 2 {WAE= (SD): 0.70 (o)

Lot No.: AH1220D ; f&EaEAR © 2019-02-01 % 2019-12-31 ; HATE (Target) : 5.2 ; £&45#3% (SD): 040 (D) Bl : Lab010
Lab010
+3 5.0,
L =]
+2 5.0, - - - - - A -
+1 5.0, A4 a—a * o © b
=] L} o
Target o g 1= Y = e
-1 5.0, . * .
-2 5.0,
-3 5.D.
Date 05-24 06-29 07-05 07-12 07-19 07-26 08-09 08-21 08-28 09-06 09-07 09-27 10-10 10-14 11-08 12-06 12-19 12-27
H#tst © 2019 12 Change ; ZEEHHARM (CUM): H 2019 02 01 # 2019 12 31 Change

[TOP]




ZiRER AL GOoPD & Efule NWE M ESETER (BF—)

385 [ otNo : | AH1220N (2019-01-28 ~ 2100-12-31) | Change [

42 Reagent Kit : |4 - Lanner v| Change I

SIEN#BR—

A&st®

it A

| | | Control N (Lot No.: AH1220N) 1] Control D (Lot No.: AH1220D) |
U . Reagent Kit|| Target || Mean || n for SD CV| TE ||TEa - Target || Mean | n for D CV| TE || TEa -
nitID (Code)E] (U/gHb) || (U/gHb) | Mean | > |[(%) || (%) || (%) (U/gHb)|| (U/gHb)|[Mean | > |[(%)|| (%) || (%)
Lab006 4 155 || 165 | 3 Jo.s][3.0][12.5] 20 [J4.5][]] 5.2 5.3 3 [o2]3.8][9.5] 20 [[4.8
Lab008 4 144 | 140 | 8 Jos3][21]7.1]20]>6][][ 5.3 5.0 8 [o.1]2.0][9.7] 20 |[>6
Lab009 4 159 |[ 161 |[ 4 Jo3|[1.9]5.0[20]>6][| 52 5.7 4 Jo.11.8]13.1][ 20 [[5.8
Lab010 4 159 |[ 172 [ 3 Jo3][1.7]11.7] 20 [[>6][]] 522 5.9 3 Jo.3][5.1][23.6][ 20 ][1.3
Lab011 4 158 | 160 |[ 4 [o.1]o.6|[2.5]20]>6]] 5.8 5.6 4 Jo.1][1.8][7.0][ 20 ][>6
Lab012 4 158 | 155 ][ 5 Jo.1]fo.s|[32] 20 |>6][]] 52 5.4 5 Joa]1.9][7.5] 20 |[>6
Lab029 4 153 || 159 ][ 5 Jo.s|[3.1]fr02] 20 |[52][ 5.2 5.3 5 Jo.2][3.8]9.5] 2048
Total - 156 | 32 [[1.1]7.1] - - - 54 | 32 Jos|sse| - || - | -

ﬁ% (Bias)% = { [ | BaEEE
gEER5E (TE, Total Error)% = R (Blas)% + 2 x BETEERAE (CV)
o (Sigma) = (TEa% - ER%= (Bias)%) / BEHE&ER&4E (CV)

[TOP]
Retanst®
BELHART (5 (2019 v|[02 v||01 v|Z[2019 V|12 v|[31 V|| Change
Control N (Lot No.: AH1220N) Control D (Lot No.: AH1220D)
Reagent Kit|| Target || Mean |[n for CV| TE ||TEa i Target || Mean | n for CV| TE || TEa
Unitip[£] (Code) (U/gHb) || (U/gHb) | Mean[[ 5P| @) | 26| © ||| Urghb) || Urghb) | Mean| SP @) ) || %) || ©
Lab006 4 155 | 163 | 23 Jo.7][43]13.8] 20 [3.5][ 5.2 53 | 23 Joa|19][5.7] 20]>6
Lab007 4 17.6 17.2 9 1/0.6]3.5([9.2 || 20 ||5.1 6.0 5.9 9 10.2]/3.4] 8.4 20 ||5.4
Lab008 4 14.4 14.9 92 1|0.9][6.0 ([15.6]f 20 |[2.8 5.3 5.0 92 10.2|({4.0)/13.7|| 20 |[3.6
Lab009 4 15.9 16.7 18 10.5([3.0(|11.0| 20 |{5.0 5.2 5.6 18 [0.2([3.6]|14.8] 20 |[3.4
Lab010 4 159 16.7 18 |(0.8](4.8]|14.6{ 20 |[3.1 5.2 5.5 18 [0.3|[5.5([16.7] 20 ||2.6
Lab011 4 15.8 15.9 9 1|0.1]]0.6([ 1.9 || 20 ||>6 5.8 5.7 9 0.1][1.8]] 5.2|| 20 ||>6
Lab012 4 15.8 15.7 27 110.3(|1.9] 4.5 | 20 |[[>6 5.2 5.3 27 (0.1 1.9] 5.7 20 |[>6
Lab029 4 15.3 15.6 5.1({12.2{f 20 |(3.5 5.2 5.2 36 [[0.3|[5.8]|11.5]] 20 ||3.4
[ Toml || - [ - | 157 || 233 ||j|64|| - -0 - I s3 233 Jos]lsa]l - - -]
#RzZ (Bias)% = { [ | BEHFE9{E (Mean) - BAZ{E (Target) |/ E’l‘?éfﬁ (Target) } x 100%
4R (TE, Total Error)% = 327 (Bias)% + 2 x BETEBEAE (CV)
o (Sigma) = (TEa% - g27= (Bias)%) / RatEEREHB (CV)
[TOP]
. Reagent
Reagent Kit Code

Lanner 4




ZiubR B G6PD E Bl NEmERETER (R

$EHE LotNo : [AH1220N (2019-01-28 ~ 2100-12-31) /| Change |

#E$¥ Reagent Kit : |4 - Lanner v| Change

BEN#EER—
Control N H &zt Rat4iat < thaek
Control N (Lot No.: AH1220N)
Month (2019/12) CUM (2019/02/01~2019/12/31)
Uni DE Reagent Kit || Target Mean || n for D CV| TE || TEa - Target Mean || n for D CV| TE || TEa -
nitl (Code)E] (U/gHb) || (U/gHb) || Mean @) || %) | %) (U/gHb) || (U/gHb) || Mean @) || @) | (%)
Lab006 4 15.5 16.5 3 0.5( 3.0 |[12.5] 20 |[4.5 15.5 16.3 23 [[0.7|[ 4.3 || 13.8( 20 ||3.5
Lab007 4 17.6 - 0 - - - 20 || - 17.6 17.2 9 0.6(3.5] 9.2 || 20 ||5.1
Lab008 4 14.4 14.0 8 0.3] 2.1 7.1 || 20 ||>6 14.4 14.9 92 ([0.9([ 6.0 15.6( 20 ||2.8
Lab009 4 159 16.1 4 0.3 1.9 5.0 || 20 ||>6 15.9 16.7 18 [[0.5(3.0(11.0f 20 |[5.0
Lab010 4 159 17.2 3 0.3 1.7 |[11.7 || 20 ||>6 15.9 16.7 18 [[0.8] 4.8 || 14.6 20 |/3.1
Lab011 4 15.8 16.0 4 0.110.6 ([ 2.5 || 20 [|>6 15.8 15.9 9 0.1{0.6| 1.9 | 20 |[>6
Lab012 4 15.8 15.5 5 0.110.6 ([ 3.2 || 20 [|>6 15.8 15.7 27 |10.3([ 1.9 4.5 | 20 ||>6
Lab029 4 153 15.9 5 0.5]3.1({10.2 20 |[5.2 15.3 15.6 36 ([0.8f 5.1 12.2( 20 ||3.5
Total - - 15.6 32 (|1.1]71 - - - - 15.7 233 (| 1.0 6.4 | - - -
$R7E (Bias)% = { [ | BEF A (Mean) - BAE{H (Target) | ]/ EAE{E (Target) } x 100%
YEIRE (TE, Total Error)% = £27= (Bias)% + 2 x B8 E(4E (CV)
o (Sigma) = (TEa% - 2% (Bias)%) / B+ EEE (4% (CV)
Bt : [2019 v][12 V] [ Change | gatigifs (CUM) : & [2019 v|[02 v][01 v| Z[2019 v][12 V][31 V][ Change |
[TOP]
Control D /3 G TP Rz T Hiat ZLLRER
Control D (Lot No.: AH1220D)
Month (2019/12) CUM (2019/02/01~2019/12/31)
Uni DE Reagent Kit Target Mean || n for D CV || TE || TEa - Target Mean || n for D CV || TE | TEa -
nitl (Code)E] (U/gHb) || (U/gHb) || Mean @) || %) | %) (U/gHb) || (U/gHb) || Mean @) || @) | (%)
Lab006 4 5.2 53 3 0.2] 3.8 9.5 | 20 |[4.8 5.2 53 23 [[0.1{[ 1.9 5.7 || 20 || >6
Lab007 4 6.0 - 0 - - - 20 || - 6.0 5.9 9 0.2 3.4 84| 20 |54
Lab008 4 53 5.0 8 0.1{[2.0f 9.7 || 20 ||>6 5.3 5.0 92 (0.2 4.0 13.7| 20 ||3.6
Lab009 4 5.2 5.7 4 0.1] 1.8 [ 13.1 20 |[5.8 5.2 5.6 18 [[0.2([ 3.6 |[14.8 | 20 ||3.4
Lab010 4 5.2 5.9 3 0.3] 5.1 ([23.6( 20 |[1.3 5.2 5.5 18 [[0.3][5.5([16.7] 20 |[2.6
Lab011 4 5.8 5.6 4 0.1 1.8 [ 7.0 || 20 [|>6 5.8 5.7 9 0.1 L.8 || 5.2 || 20 |[[>6
Lab012 4 5.2 5.4 5 0.1|| L9 7.5 || 20 [|>6 5.2 5.3 27 |0.1{[ 1.9 5.7 || 20 ||>6
Lab029 4 5.2 53 5 0.2] 3.8 9.5 | 20 |[4.8 5.2 5.2 36 ([0.3([5.8(11.5( 20 ||3.4
Total - - 5.4 32 {|0.3]5.6| - - - - 53 233 (0.3 5.7 - - -
587 (Bias)% = | [ | BEHFIIME (Mean) - EAB{E (Target) | 1/ EVEB{E (Target) } x 100%
HEERZ (TE, Total Error)% = §82= (Bias)% + 2 x REMEBE(REL (CV)
o (Sigma) = (TEa% - 2% (Bias)%) / B+ EEE K% (CV)
Bt : [2019 v][12 V] Change FEHAR (CuM) : | (2019 v|[02 v][01 v|z [2019 v][12 v][31 || Change
[TOP]
Reagent Kit Ré?)g;:t
Lanner 4
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