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3 RBEFEX
THIARIEANE & T AR

SIREER analytical quality specifications
PTG RAT G 25 RAKE EE (BT RBEFrHEZ)  IEHE () FIAERE (RHEZE) KPE
TRIIFEAR, BRI PRAS 3G 45 TR SLIA B (PRE %5 5 L R A P RN vHE A 5 oK

3.2

AHEZE  imprecision
Ko 56 &8 TR 5 FEFR R, 18 [F]— SR I6 25 F [R) ok 5 v AE 22 VRO SE A6 A 43 B [5] — 6 i T 153 445 SR 19 B IR
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FE3: AKEEERAHEE (SD) BERRE () Fx.
3.3
w1 bias
606 68 SR AE B P FR AR, 8 TR — S 06 == F [R) Rl 7 VA AE 22 YR ST AS 6 A o M 5] — FE AL TS 45 R 5
HEZ B ZE R
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E2: At — OB T A UERREY T K S M S E R 55 THESC AU AN T (AR E
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BIRZE  total error; TE

R 56 77 1% 5 228 J7 VBN RRIIR B 225 J7 1/ BUBRRE A IR 1 77 V2], 45 SR 228 43 A 72 48 e b Gl
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RVFRIRE  total error allowable; TEa
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MEAFEE  uncertainty of measurement

R4 BT 25 S, RAEK T 0 & = A8 /- #oE e 340
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56 151 H FVFAKE B FVF FVF R (TEa)
il 2.5% 2.0% 0.2 mmol/L (<3.3 mmol/L); 6.0% (>3.3 mmol/L)
G4l 1.5% 1.5% 4.0%
A 1.5% 1.5% 4.0%
5 2.0% 2.0% 0.1 mmol/L (<2 mmol/L); 5.0% (>2 mmol/L)
IR AR B T 4.0% 3.0% 10.0%
kL 3.0% 2.0% 0.21 mmol/L (<3 mmol/L); 7.0% (>3 mmol/L)
IRE 3.0% 3.0% 0.32 mmol/L (<4 mmol/L); 8.0% (>4 mmol/L)
i 4.5% 4.5% 12.0%
LI 4.0% 5.5% 6 wmol/L (<50 wmol/L); 12.0% (>50 wmol/L)
SR 2.0% 2.0% 5.0%
HEH 2.5% 2.0% 6.0%
ks e ifi 3.0% 4.0% 9.0%
H i =1 5.0% 5.0% 14.0%
e A I B E 6.0% 8.0% 0.16 mmol/L (<<0.8 mmol/L); 20.0% (>0.8 mmol/L)
M2 52 i o 1 L] 7 6.0% 8.0% 0.4 mmol/L (< 2 mmol/L); 20.0% (>2 mmol/L)
IS EE AL 8.0% 10. 0% 0.2 g/L (<0.8 g/L); 25.0% (>0.8 g/L)
BJREE B 8.0% 10.0% 0.15 g/L (<0.6 g/L); 25.0% (>0.6 g/L)
JiE 5 H (a) 10.0% 10. 0% 45 mg/L (<150 mg/L); 30.0% (>150 mg/L)
ISV RS 6.0% 5.0% 2.4 wmol/L (<16 umol/L); 15.0% (>16 wmol/L)
HEHAR/EEHTR 8.0% 6.7% 1 pmol/L (<5 wmol/L); 20.0% (>5 wmol/L)
AR I 6.0% 5.0% 6 U/L (<40 U/L); 15.0% (>40 U/L)
R IAEIREIL NG 6.0% 5.0% 6 U/L (<40 U/L); 15.0% (>40 U/L)
ol 1 Tl R Tl 5.0% 10.0% 9 U/L (<50 U/L); 18.0% (>50 U/L)
VE 7 il 4.5% 7.5% 9 U/L (<60 U/L); 15.0% (>60 U/L)
LR 5.5% 5.5% 15.0%
LR it L 4.0% 4.0% 11.0%
Y -H A 3.5% 5.5% 4.4 U/L (<40 U/L); 11.0% (>40 U/L)
a 2T TR A 7.5% 10. 0% 25. 0%
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RAIERUFREERATESTRERER (40

o 56 151 H VNG HE FOVF O f RV RIR 2 (TEa)

1 sl 5 6.0% 8.0% 20.0%

S 6.5% 4.5% 2.1 pmol/L (<14 wmol/L); 15.0% (>14 nmol/L)
25 5.5% 5.5% 0.12 mmol/L (<0.8 mmol/L); 15.0% (>0.8 mmol/L)
LA C 6.0% 8.0% 20. 0%

JULIR 4 Tt MB (1 g /1) 10. 0% 10. 0% 4.5 ng/L (<15 wg/L); 30.0% (>15 ung/L)
IV -MB (U/L) 10. 0% 8.0% 3.75 U/L (=15 U/L); 25.0% (>15 U/L)
HjRAR:4<| 10. 0% 10. 0% 30.0%

[ 2 2 e R 8.0% 10. 0% 3 wmol/L (<12 mmol/L); 25.0% (>12 umol/L)
[1bA,. (NGSP H{ir) 2.0% 3.0% 0.4% HbA, (<6.7%HbA,); 6.0% (>6.7%HbA,)
HbA,, (IFCC BAfr) 3.0% 3.6% 4.3 mmol/mol (<50 mmol/mol); 8.6% (>50 mmol/mol)
pH (1<) 0. 02 0.015 0.04

CO, 43 It 4.0% 4.0% 5 mmHg (<62.5 mmHg); 8.0% (>62.5 mmHg)

0, 73 F 5.0% 5.0% 6 mmHig (<60 mmtg); 10.0% (>60 mmig)

L ERE I G 6.0% 8.0% 20. 0%

IR EREE A A 6.0% 8.0% 20. 0%

G EREE M 7.5% 10. 0% 25. 0%

M C3 6.0% 8.0% 20.0%

FMA C4 7.5% 10. 0% 25. 0%

C- MR 7.5% 10.0% 25.0%

5 KRR T 7.5% 10.0% 25. 0%

HUBEREVA LR O 7.5% 10.0% 25. 0%

HEEHS] 7.5% 10.0% 25.0%

i 25 = ORI i R 7.0% 8.0% 0.7 pmol/L (<3.5 pmol/L); 20.0% (>3.5 pmol/L)
Sk = RROIR I R 2R 7.0% 8.0% 0.26 nmol/L (<I1.3 nmol/L); 20.0% (>1.3 nmol/L)
VRN N 7.0% 8.0% 2.4 pmol/L (<12 pmol/L); 20.0% (>12 pmol/L)
ISSEENS S 7.0% 8.0% 24 nmol/L (<120 nmol/L); 20.0% (>120 nmol/L)
1 PR R R 7.0% 8.0% 0.1 U/L (<0.5 mU/L); 20.0% (>0.5 mU/L)

7 7.0% 8.0% 20 nmol/L (<100 nmol/L); 20.0% (>100 nmol/L)
e — i 8.0% 10. 0% 50 pmol/L (<200 pmol/L); 25.0% (>200 pmol/L)
UEMERH NS 7.0% 8.0% 2 TU/L (<10 TU/L); 20.0% (>10 TU/L)
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TAIERUFREERNESITREER (8)

o 56 151 H VNG HE FVF RV RIR 2 (TEa)
B A R 7.0% 8.0% 2 1U/L (<10 1U/L); 20.0% (>10 IU/L)
ELl] 7.0% 8.0% 2 nmol/L (<10 nmol/L); 20.0% (>10 nmol/L)
AR 7.0% 8.0% 20 mIU/L (<100 mIU/L); 20.0% (>100 mIU/L)
2 I 7.0% 8.0% 1 nmol/L (<5 nmol/L); 20.0% (>5 nmol/L)
0.25 nmol/L (<1.25 nmol/L); 20.0% (>1.25
C-fik 7.0% 8.0% nmol/L)
i % % 8.0% 12.0% 35 pmol/L (<140 pmol/L); 25.0% (>140 pmol/L)
i 9.0% 12. 0% 2.4 nmol/L (<8 nmol/L); 30.0% (>8 nmol/L)
HeAE 7 B, 8.0% 10. 0% 25.0%
FRBRE B 8.0% 10. 0% 2 ng/L (<8 ug/l); 25.0% (>8 ng/L)
FR 55 IR R 10.0% 10. 0% 3 pmol/L (<10 pmol/L); 30.0% (>10 pmol/L)
ST AR e p R 7.5% 10.0% 0.75 wg/L (<3 ng/l); 25.0% (>3 wg/L)
Ui 25 11 57 IR R b 7.5% 10. 0% 0.35 ng/L (<1.4 ng/L); 25.0% (>1.4 ng/L)
e P S 7.5% 10.0% 1.5 ng/L (<6 ung/L); 25.0% (>6 ug/L)
FiaE 7.5% 10.0% 2.5 ng/mL (<10 ng/mL ); 25.0% (>10 ng/mL )
BEEEDLIR 19-9 7.5% 10. 0% 5 kIU/L (<20 kIU/L); 25.0% (>20 kIU/L)
PEEEDTIR 125 7.5% 10.0% 10 kIU/L (<40 kIU/L); 25.0% (>40 kIU/L)
PEEE TR 15-3 7.5% 10.0% 7.5 kIU/L (<30 kIU/L); 25.0% (>30 kIU/L)
BTk A 7.5% 10.0% 0.5 mg/L (<2 mg/L); 25.0% (>2 mg/L)
FEE| 7.5% 10. 0% 6 ng/lL (<24 ng/l); 25.0% (>24 uwg/L)
R 724 7.5% 10.0% 25.0%
A 19 R 7.5% 10.0% 25. 0%
R S 1 10 22 T 07 B 7.5% 10.0% 25. 0%
(i DR A0 e B R 7.5% 10. 0% 25. 0%

A (SR LO

kRt (SD) <<0.42 mmol/|
L (<5.5 mmol/L); AR &

B (CV) <T7.5% (=5.5

0.83 mmol/L (<5.5 mmol
/L); 15.0% (=5.5 mmol/|

L)

mmol/L)

1.1 mmol/L (<5.5 mmol/L); 20.0% (=5.5 mmol/L)
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