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T

Al

AARHERI GRS MIE T GB/T 1. 1-—2000 (hRofEfb TAES N 55 1 304>« b v B9 45 4 70 4 55 80 U ) B9
HARE ; B I B I % B (Alpha-Fetoprotein, AFP) % Bl 52 377 (&) (fh 2 & 6 S 4 B ) 7= b B
B K.

ArEHEFREMA G EEERBED.

A b v 4 [ B PG DR A 360 S 6 2 RS2 W R GE AR HE AL B R & B & (SAC/TC136) IH M

A v BB L BT BT SRS R T U R A R TRARA R, B R AR Y
RERAF, LBHERGERAR A TEX2EH™ 6 (LB ARAF.
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HisE A (AFP) EEAERXF (&)
(KEEZAXERDHIE)

1 SEE

AR HERE T G E B (AFP) & 23 E 50 (&) (b2 R E B k) P R IR B RE X 42K
ZOR AR T B B AN AR IR R R R eI

AP HEE A T A2 & Ot SR 2 A O i 2 Y R R G 0 A o R e R L At AR B R P B R R R
(AFP) & 82 57 (&) (LA F R#R“AFP X7 (8)7) . 4% AL B R JBORL 083k A 48 R 2R 55
B B BT K Ak BB AR 16 2 ROt R S il B 1R (8D .

AAR HEAS 18 P T Xt K500 B H AR o o R B EEOR

2 MEHSIAXH

THIXCH Y EFCES AR ER G TR AR &K, LEE A MSI HXH, HEAE
MBS R FE B IR I N2 BB T IR AN TE A T AAR o, SR » 355 Jol 4 4% A A o 3 AR P I B 4% 5 BF 5
R A LA X S SO BB IR AR . FLR AT H B85 | R SO R 3 AE A T AR .

GB/T 21415—2008 {RSMSWTERF AR A= W AE 5 o 22 A0 0 0 A ofe 0 A 45 1 400 R IR ML 1) 1 2
¥ %8 4 (1SO 17511:2003,IDT)

3 REEEX

THIAREME SGE A F AR
3.1

{EFE%EY¥ chemiluminescence,CL

BT RN A T RER A T A SHYR, 5 & B RERKER=A KT N FSBH LK
L.
3.2

HEZNXEESH  chemiluminescent immunoassay , CLIA

RRAE R REE SRR OEAR , B RIE M PR GUAS FF Y517 — R 5 H I
BEUNERECEREREFUYESE.
3.3

R{EH MR minimum detectable concentration/# i fR detection limit,limit of detection

HaP LU —EMEgERSRAZR OB E N RMEE. [ISO/DIS 18113-1]

LA B BOR ER IS 1R AT R B

2 AR A B AR A BR Y X 3 TR A AR KT 95 %6 AT 5 X (8] B SR ARk .
3.4

S RMY  analytical specificity

W B R B A RE S . [GB/T 19702—2005/1SO 15193:2002,3. 8]

7 104 R AT R O 20 M T3 (analytical interference) .

B 278 AL B AR T b b e M R ORR O T RS XUR N

o 3BT IR R R LA R TR A .
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3:5
MEBRGH LM linearity of a measuring system
7 48 5 U 1 L A, 2 HE A SR R 5 R ) A LB LB BB g . [ISO/DIS 18113-1]
S 10T R ANS I B ST BEAR , 4% AT 56 5 R G IE SR A DA fR 0 B R A 5
S 2 2 M5 et £ B 0 7 B 1 A X 6 R RS a0 4 X ) O RE AR AR o 24 0 Tk 45 SR R B ) Ak 4
X 5 ot B0 A4 P B ) i 4 % B O RF A R E B M S R

4 %

AFP 52 B R () 35 BB 1k 2% % O S50 AR I8 AT LA 43 b AR 5 4 A 482 A 2 2 Ot S 88 4 47 ik A
B 5 BB T A 2R AR IRV AT 1A 4 AL AR B 3, UL L B 30 Bk 4 D R AL 2 R B R 8 5 T
BN (B s R BRI R R AT 40 4 T THR ARk AR B S8R AR .

5 EX
5.1 40
AN FF AN B K

a) RF (B FLARFE R WETER;
b)  H SO A bR A L I BT . TG B AR '

5.2 MiEtE

He = ol R AR 9E GB/T 21415—2008 K A5 36 A8 SR LT AFP % & fr i U L 393 50 i T (1 77 9
AR FEAR A R AT E N A

5.3 HEWME

WHREMNAEIWFTERZ—:

Q) FISE Y T R R AR FEAT R I L U ik 45 SR HE Xl 22 0 AE £ 10 6 TE R Y 5

by VR EE B IS R £ (AFP) A B I 80 4 R SR A A VR 4 b [ Wi SR L AE (8506 ~
115 %) B W .

5.4 REWMR
RiARKF 1.5 TU/mL (AT 55 B AH BE I ng/mL BAL
5.5 &M

B EE AT 5 TU/mL~300 TU/mL, 784 7= 4l B $ 58 9 46t 9 BB 79 » AR R O AR R 3K
r W =0.99,

5.6 EEM

e BE 43 513 10 TU/mL+2 TU/mL 1 100 TU/mL+20 TU/mL A K E LM 10 K, HER
ZB(CVIBARKT 10% (L85 B SR 1E 8D SR KT 1500 (F TRIEE) .

5.7 #tiEE
Fi 3 AR AR R — BE AR L T 3 NS A A A I 2 B R B (CVO AR T 15. 04
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5.8 BEM

AT 38 F LAF O 8 AT I E -

a)  BORGREE  A Al BHE P RO . BB AR ST R R 0 o B K A W PR L %
HER L DA 5. 3~5. 6 MEX,

b)  RAESE PRI - A U BRI BR (R L B 5. 3~5. 6 RYER,

ELAREEAR A T RS A O BRI R R AT AR R R R R S AR

2 AR R EE AT B 2) o b) O VR AR RRAL A (LT T o L BRI U 7 5 1 S DUARIE 7E RO P 7 R

AR R.
6 REH*
6.1 43

FEHRNT BRRE, NS 5. 1 MEX,

6.2 HiEK

P AL AR $E GB/'T 21415—2008 $4E BT PR M i A 5K U5 IR 3 75 0 A DL 4% KA B8 S B
FEHAE,

6.3 HEWE

HHEAEFENTRBR EZ —.

a)  ARHEAE BT R 2% ) i [ BR 847 (International Unit, TU) ¥ B (IU/mL) 5 i £ 4%
R (ng/mL)Z FMHBAXRR, HSHY R WE , FHRLEKEL K 100 IU/mL Ak
MRZER £10%0) K HAE R AR B B L BT RM, W& 1RG5 RIEHN M BEA
P B2 = (M— S ED /IR0 E X 100% , 5 R M FA 5. 3a) ER, )

b) KL 100 IU/mL(AiFmE R £10%) B B E (AFP) I (A Il A B3 B B 7E 2
IU/mL~5 TU/mL §1fi{& B &, Frim A AFP 5 1fiiE B 2 [ f& B L # R 1 9, EBAR (D
HEZRMAFA 5. 3D KER,

XV FV) =G XV, STO0IS  swmems soammnsns s ashess soomms &

B VXCs

“ (1)

KA :R— B,
V—mA A AR
Vo——IMEHFE & B R
C—— M REMIA A WS R0 ¥
Co—— M IEHE G B BRI IR B
Cs—A IR EE,

6.4 HRRHKNR

JR R B R M o SR A A VAR R A AT R 0, B 0 20 YR, 78 4 20 W45 SR 9 RLU {8
XS R » AP B (MD FIBR ¥ 22 (SD) , 18ty M+ 25D, 42 3% % e B e o (7 401 A 4B s =2 1)
BV BE —RLU fHE RBATHIR EEM A3 — KR, % M+2SD i RLU E#H A B F s, R
X IO B R BE AL B S RS U R, L4 SRBIAT A 5. 4 BESK
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6.5 £

Yo B3 2 T I R B R AR AR — S IR R O 0 5 R VR B L P B VR B AR A AR I R 1
G FIR. M (8 BB B AT 3R e 8 — IR B A T LA 2 0K, TP 8 45 RT3
(R B LG P /D TR AT R A P R MM R R B o, RN A 5.5 MR,

6.6 ESMH
FI9& 43 51% 10 TU/mL+2 TU/mL A 100 IU/mL+20 1U/mL K#EAR & EEKM 10 K 3HH 10

ViU 5 SR 1 - 9 M ATRR A 2 SD, AREEA R CV=SD/M X 100% /8 th 25 5 R Y CV, LR & 5. 6
MK,

6.7 #tEE
FiI 3 /N3 E BB (£ 4 BRI 1 4k BE 78 1001U/mL = 201U/ mL 1 B A iR A A, 2 A 10 2K,

HE 30 Yo BH 4 R0 P HE M RIARHER SD,ARHEA R CV=SD/MX100% 4§ 2 5 R 5 CV, &R M
FA 5. 7T HER,

6.8 BEM

a) R P BB S MO RE S HR IR 6. 3.6. 4.6, 5.6. 6 J7 IkBEATARI , BIAF & 5. 8a) IER .
b) HMEEHRR . BE M AR 3TCHE 3 X, 6.3.6.4.6.5.6.6 75 ¥ HEAT R I 5 B AF
4 5.8 EKXK.

7 FRARAN
7.1 BN

B IG5 13 (AFP) 5 BRI IR () (b2 b e 4 BT 1) 7 AL B8 30 Ry B, Ky I 0y th ) A S A
HABE. i

7.2 RF(Q)BAXFRBEBHIIETRE QB ARG T THE.
7.3 WA (&) BARHLR R BT K, LS — BORHI S — HE

7.4 HIwE

7.4.1 HWEE

$ R R BRSO T E R 3 4. AERRE IR RAEER.
7.4.2 HBIE

VLR R ot e
7.4.3 BRAE

R RS, I 1 TUREH, BT ER. MER A 1 TURAH UK HIRF (B A A .
7.4.4 ERERR () AT EHRER T &, AP RERRS, WA TR, I TR @ A8
a2 AAM%K.

7.5 BXRIE
7.5.1 ZETFHERZ 8, TR
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a) FrEmEr;

b)  FEH B L AR B KB ;

o EZAEFHEBEASLSTF—K;

) KPEFERE AL ;

e) AIFHEREHIITERE.
7.5.2 HWEE

BB HHMEREN IRRTEHAERN 3 F. SHREE . ERENEAR,
7.5.3 KBImMABE

BRI, N AT 2K, IS5 RN 2TA .
7.5.4 BEHAE

FrA KK B 2w, WE o B R K, B R 0 R 8 o B RS AT HE R A =

8 HRIARE.ERRRAS
8.1 RA(R)IEBRE

EOMAEITAE:

a) e BRRKEAE;

b) A AR R BRR AR

o BEIFHEBEMERSS . ERINESRS;
d RS

e) AW

D KN,

8.2 #H(|)BAHES

BB T AE:

a)  JEER AR ;

b) ATk R AR
o FRitS;

D B,

8.3 WA(F)ERGME

ZOMAEMTHE:
a) AR

b)  EHE;

o TS

d WEFEHE;

e) FEAMM;

D EHFEEERERE;
g) &AM

h)  HEAREXR;

D KRB

P SEESEEED;
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k)
D
m)
n)
0)
p)
Q)
r)
s)
t)
w
v)

) 56 45 SR A MR 5

e I8 7 ¥k 1Y R R A 5

Fe e RB AR AR 5

Xif A T 98 (S I A I 39 56D A T B 5
it 43 A e S (38 U RE ) #9156 B
HEF;

B 3CHR

e Y 0| )

BEy7 A A e L AT E SRS
BEIF R BEMIE SRS

P2 bR HE SRS 5

Ui F At B H .

9 @ﬁ\ﬁm\mﬁ
9.1 %k
e, M5 , AR

9.2 %

BRI () 7 2 A 7 i b B BESR B 5

9.3 ¥7EF
B (&) B AE AR 7= 4l ML SE 2 T ARAF .
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