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AR v H 42 [ B A I R A B0 SE 50 3 MR SN2 T R EAR ML R & L 4 (SAC/TC136) I 1,
ApPHER AL SR TR R BRI, bR B R EARERAR, U EEEYEET
BARAF, B RSET™ (L ARAT, RE N 58 R /REE RA .
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BREHR (CEA)EENERXF (=)
(LEEZXEBRIIIE)

1 EH

APRHERE TR (CEA) E B E A (&) (bR RES B MRIEBME X 4HK.E
KRBT RN AR R AR A B SRS,

AR HEE A T DAL 2 A e g M vk O SR B RE B I E B IR AT (CEAD & &8 0 8 K57 (&) (AR
IR “CEA K (8D » BLHE LABCFLAR VB R BORE | Sk i 28k B 55 O 8 44k 19 W42 I R B4R Mk 2 & e e
BE ST I R 50 (8D

AR AN I T 0o 330 B R R PR A BB R

2 MEMSIAXH

TEISC R AR GBI AR R TR TR A AR R 453k, LR TE H M5 i KRR i A
16 B CR R G B IR B A0 BB T R A T8 T A b o » SR T 5 350 30 AR 8 A A o 25 ) B I 190 45 0 BF 9
{5 P 2o SCHR B BB ARAS . FLRANTE B 18951 F SO H Bl iR A& A T A hn vl

GB/T 21415—2008 (RSN WT By Av B A= e il v 2 Aty 0 2 A o o R0 2 o 00 R R (L 1H9 3 2 2 0
TR (ISO17511:2003,IDT)

3 RIBEEEX

THIARE F g SE T AR
3.1

E%&F chemiluminescence, CL

BT RN AR FRAAL TEASHY R, 5& BRI RRER™ 4T, NS B K
AZ,
3. 2

UEENXEESH chemiluminescent immunoassay, CLIA _

KA ROC RIS T4 G RR A B LR C BRSBTS 150 8 317 — R 5 5 8 AL
BJE LA E &G ER LR EE.
3.3

&IEANMERE minimum detectable concentration/#& | fR detection limit, limit of detection

P — MBI HAERSTAEEFHENENRMME. [1SO/DIS 18113-1]

1 BN E R VR 4 AT R U

T 2 2R R S TR PR A X3 TR AR T 95 26 WA IXC I8 ) SR ARk B
3.4 3
SR analytical specificity
mERrSNEsHnEreE . [GB/T19702—2005/1SO 15193:2002, 3. 8]
i 1B R R BRR A 4 T 3 (analytical interference) .
7 2 7E AL 2 W B R T i /D R S T AR Ry T A U B
30 BT R M OR LA W IR .
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3.8
MERSEH LM linearity of a measuring system
A EMBEEAN, SRR EE RS DN B OEERR LA EES . [1SO/DIS 18113-1]
X TSNS T BRI S8 R, SR A SR 5 T B R B IE SRR AL AR RO B R 6
FE 2 2R MR 1 W A B B RS O SR TR AN 56 R OR b 446 39 018D AU AE AR SR AN . 24300 B 5 SR A S i B
X SR B AR R BT R i R R AR E RS ENEE.

4 HE

TR (CEA) R 23 150 (&) # AL 22 AO6 R B R 7T LA2y MR 5 3E B4R 1k 2 R b e 43
sk (0D 5 4 308 1T AR AR A ) T LA 20 D AL AR 3 A8 3 L R U L Bk A M ) Bk S5 b SRR I 1k 22 & B
BES AT (8D s M BAE S R A R W 20 0 F TRAEEMNE A S Bfks:.

5 EXR
5.1 4
HMLRE AR A A0 EK

a) WG ZHS T2 R RELER;
b) SO AR A L A . TR A .

5.2 MiFEHE

A PR Al AR GE GB/T 21415—2008 KA R ML SALHT I CEA Kk i iy R U8 . 3 U7 4 Tk (B i FR A
MR ESR AR EEFENE.

5.3 EWE

ERENAF ST FERZ —.

a) FASEYWREAFEAFTITRN, KB ROHENRENELI0XNHEEA .

b) ¥ B RIVEEE I IR G E (CEA) in A 3 i 8 2 5t 5 3 Ath 44 W AR 43 o » L (B e 28 ) 78 (85 % ~
15 Y)W .

5.4 =RARKNER
MAKTF 0.5 ng/mL,
5.5 i

eEVE B EFRA LK T 100ng/mL, T RELAE T2 75 X 8] B T KR, 78 4 7 4 b BT 40 € 1 2% 1 78 B
P IR S A R R B - BI=>0. 99,

5.6 EEMH

fil 10ng/mL=+2ng/mL I 100ng/mL+20ng/mL MHAZLELZHN 10 K, HERRZB(CVI R A
KT 100 UE8 BEBRIEBDRAKRT 1576 (FTHRIEE .

57 #tmE=

A3A#SAFERME —HEEAR, N 3AMESANEZHAMBEZERRZE(CV) ALK
F15.0%.
2
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5.8 HBEM

AT 8 LA J7 R AT B

Q) AIREE AR T A O . BB BB R S T o o BE L BRI R R
¥ ER M, BAFE 5. 3~5. 6 ER, :

b) R E MR R B R ARG IR (R BB BIAF & 5. 3~5. 6 BIER.

LR TR BARN, R RRAET KR MR R RS AR;

VE 2 MRS A T AR &), ) U Rk A AE R (6L 3 PR R L BB R UE 7 5 B R S 1 LA ARAIE ZE SO0 W 7 P R
REARAEZR .

6 REH*E
6.1 5p3

FEB RN B R, A S 5. 1 KEK,
6.2 MR

H Rl B AR SR GB/T 21415—2008 A R HLSE SRALATH CEA £ i i 5 U8 31 U A o B 23 72 A
FARLE SR LA R A EEFNE .

6.3 HWE

WHEARFEUNTRBE T EZ—:

a) BUREZ 100 ng/mL(AHFMERT10%) KIS %Y R, 4 H AR I A 4 35 B UL 5 49 22 Rt
AR, W 1 WS RIEE ML REAR MR mME=M—HEigE) /BEIBHE X100% , 45 %
MAFE 5. 3a) WEXR,

b) KUE4 KR 100 ng/mL(ARFRER T 10%) K& EH R (CEA) B (A) fin A 2 % & 75 Bl 78
2ng/mL~5ng/mL B IM# B &, M A CEA 5iE B Z BIAEBR AR 1: 9, BHEAK (D
HEZERMNAE 5. SHRER, '

R:CX(VO‘*‘;Z?C?COXVO X TD0YS awuns s smonne sswmesiens yevues omsvs voo. (1)
A R— &
V—mA A BAER;
Vo—IMEH M B BIER;
C—MEREMMA A WG BRI E ;
Co——MLIEHE i B R TR BE 5
C—ABMIMWE.

6.4 RRWAR

FRZE U B A M B BB AR R A R AR AT R I, A U 20 3R, 78 20 YRI5 R RLU {6
CREXT M) » T H S #548 (MD Mk 35 (SD) , 18 M+ 2SD, 4 42 % v B2 A% e ity A 40 E o Z [F]
(vl fif——RLU (B4 S AT B S E H A 18 th— K 8, % M+2SD iy RLU {H# A ERITR+ K
. ot 7 F G (L, B O B AR T R HCEE RBLAF A 5. 4 B K.

6.5 &M

W30 2% V6 P b R R (R A B — S LU BB R /0 5 AR B, L UK £ R 2 W R AR AT 2R
3
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PREA TR, AR G RABHETRIE EE - RENEAEZRN 2 WA FE, B ERF
8 A0 B L R BN R AT ARG T B AR A SR R o SR DIAF A 5.5 E K.

6.6 EEM

i 10ng/mL=+2ng/mL 1 100ng/mL+20ng/mL KREAZE RN 10 W, 8 10 KW LR
EHME M FFRdEZ SD, AR CV=SD/MX100% B HARRE CV, L RMAFAE 5.6 FHEKR.

6.7 #tiEE
B 3 NS BRI (0 4 B T — 3 ¥ BE /E 100ng/mL +20ng/mL VB B HEA, £ EE 10 K,

P 30 Wl B S5 R AT H(E M MiRdE2 SD, RHEAR CV=SD/MX100%1% H 2 57 R CV, R L
FE& 5.7 BEDR,

6.8 BEM
a)  AHEARE e BB HRE SR 6. 3.6.4.6.5.6. 6 AT RN, R AF A 5. 8a) IUESR .,
b) PEEEMWRE BB NRESTE 37T CIRE 3 K, 4% 6.3.6.4.6.5.6. 6 J b 4T/ , B 7F
A 5. 8 ER,
7 FERmEIEH
7.1 Em

SR DL R (CEAD 5E &R IR (8D (B2 ROG R B 40 BT 1) T UL 3R 2 B 0 30 0 O i T A 3
AR .
7.2 BA (&) LA FERBMITHTEE  SBRAHRE T THE.
7.3 R (B BAURA R B )G, DU —BORHE O — A i

13

[

7.4 W%

7.4.1 HWEE
IR HMAEREN AR E RN 3. AEARE EREMEEE,
7.4.2 WMBHE
BB TR KT .
7.4.3 HBRAE
ERKTREF, A L RS, S TER. MERTHE 1 TREH, WM (B R EaH.

7.4.4 BERNE ATHREELTER AP RERIFS. MR TR W TRH (& H %
G2 A,

7.5 BKXKRW

7.5.1 EFHRRZ—M,EHTERQR
&) B GE
b) AR R TS A B
O AP ERSTFK;
& REIE R EPR
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Y SR B B, 7 HEAT 2, R IR 45 SR TR A A .
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o 56 J HE
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