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A EHRE GB/T 1.1 —2009 FH N EE,

EIRERITEM B HLJE CA72-4(Cancer Antigen 72-4,CA72-4) B B E R (&) L% K It ELH
P MR BRI

BHEEAXHFHNREREZARBE EEH . 2 XHNEAILAAEKE R XEEH K TE.

A eEEARKREERZEFNEISZE RAERELBEARTZ RS (SAC/TC 136)# 1 .

rirnEH2EERHERERERZEMENZE REHENHLTIARZ RS (SAC/TC 136)HMO,

AREREERAN . UETHEITFHSEERA A EREREEADEARERAE . FRZEH ™ m(LE%E)
FRAH .

AREFTEREEAN KIS BN . BE . FLER,
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IR CA72-4 EERNE XTI (&)
WEEZARBRTIIE

1 SEHE

A MERE TR CAT2-4 EBWE RN (8 WEEEEEFMEONIR . BZXR. BRI E.
R RE EHEHE AR . EmAERE.

AREBEHTUMRFRARBRATENREERME AEHIR CAT2-4 BA () [EL TR
“CAT2-4 B3 (&) ], BfUBAR . T A BERAME R R FN B AR R FEBRAFERZEL
B B 8 2 IR (D .

AAREAERH T

a) HHTEMHEORERSORESMMEREDRE..

b) DIk RSBt A R BB A PR

2 MtEs|HAXH

FHXHXN TAEXHFEMNARESART PR, LEDE B NSIAXH, NEBHRNREEATAEX
. ARERATEHIAKSIHXH, KEHRE (BFEFARESRR)EH T IHE.

GB/T 21415—2008 FSMEMIEIras £AYHGTENMNERELNEHDRBENT RS
b8

3 ok

CA72-4 3R (8D & B Ao ZOCIR A [F] 7] 43 O B 55 JE B 1 7 A& 06 S 82 40 A i 30 (D) s 4K 48
FRBARA [ 0] 2O AR AL AR, B » B JBORE B3k A B 3R 5 0 BAR B4 RO R B 40 A il (D) s R IE %
e BB AR ] 40 8 F T HREL NS B shRIELL.

4 FXK

4.1 5p3

ARUINES g IIE - &
a) W (R)FHTNMFTLE.ER . BELEN;
b) RN, HRA.

4.2 FiEE

A ek MR #E GB/T 21415—2008 RA XM ERBF A CAT2-4 BEM KRR  BELEU LN
BAHEEFHE.

4.3 BME
EBFEMASMFERZ —:
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a) FISEYRERREAFETRN, RS RN W2 TE 104 TEE N ;

b EIWENEGB%~11TEERA.
. MR CAT2-4 AEBFRSXWHRREFFRES, VKRR OHFFTEN; REH BRSSP R E K tr o, Wik

B btfraMm.
4.4 m{EEMBR
BB MA KT 1.0 U/mL,

4.5 &

UFE FREAMETFSEMEN 10, TRMEKTSEMEK 1/5. EEFSLFAENRELE
N HXEREE r MAKT 0.990 0.

4.6 EH%E

A B B BE S (10+2)U/mL #1(60+12)U/mL MHEAEEERM 10 K, HERRB(CVEAK
T 10% ({28 B shBAER A KT 15H (FLHEAEE).

4.7 HtEZE

H 3 AHE R4 SR vk B (10+2)U/mL #(60+12)U/mL fHEA, M 3 MESEREZ
HHHEITRERCVINAKLTF 15%.

4.8 BEMN

al AT AT Rk -

a) MR AR HLE RN (B WA .. BURBOH AR AR T A R AR
PR RHERIEE NS 4.3~4.6 FEXR; -

b) BMEEHRE . RAESPANRREZE 7 CHEICEMEERE . BEENMR . ZHEMER
¥E, BAFE 4. 3~4. 6 FIEK,

1. REBSHRRARATESFAERY REERALTRENBEHTABEEINESAK.

2. BEFLBHTERE DD FENERAS, AFEEFEEBERIES S OB EHE, URIEES AP
A AREER.

5 WBHAZE

5.1 4%

EHRETURESR I BRRE, NFE 4.1 HEX.
5.2 HiEtk

H ol R AR R RS LR R 4. 2 ER.
5.3 HWE

R T T RR I ML —

D RS R R A B 4 30 U/mLCRVEE YR BN 220 £20%0) S AR
A B S S R RE, EENE 3 R T ESREN M REARDITENE
W BE R MR 2 B R EAA 4. 30 ER.
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B=WM-—T1T)/T X 100% cecvesasnscacsenccsences( ] )
X
B FH T 22 5
M-——3 B ¥k JF I Y H 5
T—WERE.

b) M kEEZ% 150 U/mL(AFEREME N £20%) 8 CA72-4 ¥ 5 (A i A B i 377 2 H At A5
NEFRHAES B, A A NEABREABE T AEKBA+BK 10X, BREAK ()R B
2R, ZEZRNAEG 4.3DEK,

R = V' c % 100% cecesensscssssancesenses( 2 )
P
R [B] g 2R 5
V—Ham A BRI ;

Vu Iﬁt Bﬁmﬁiﬁ;
c FEA B BUIMA A WS BRI 7K BE

Co II?FI Bﬁﬁ‘ﬁﬁﬁ,
Cs &:EI Aﬁﬁgmgn
5.4 miEEAR

A ERESBREABRBRENEAFGRM, EERE 20 K, Bl 20 REESRE RLU H
GEX & S618) , HE S H{E (M) Fids 2 (SD) , 8 H M+-2SD Frxi i RLU {5, iR #5550 & Fr Al &
MR EREE T EREBESRERESSHSRERZRMEE-RLU EERHFETHABHUS
B AR ¥ M+2SD Frxt R RLU {4 A B3R5 R, 3R H X R B ¥ BEAE , B o B iRk 3 R , K
ZRNAFA 4.4 B3R, |

. HFRAYIIAH P T i R A 7 Ak B M B HLRE PR AT

5.5 %

KRR RS EEAE - HARBEIESD S MRE, R P RERENFFRRTX
HEEM TR, HRAERABHGTRE NS RENEEIHETRE 3 K. HREAFHE. &5
BEEHEAFELAARED - REHFTHERBE IFHTHEREHERRE . SRMUMFE 4.5 HEXK,

5.6 EE%

ABIF0+2)U/mL #1(60+12)U/mL WHAZLERERW 10 X, iHH 10 KM E LRI E
M FAFHEL SD,BEARGIBEERRZRB CV. GRMAE 4. 6 BIEXR.
CV =SD/M X 100% I & D
X
CV—RRZE:
SD 10 KM B4 R R dEE;
M 10 KB ESE RN FHHE.

5.7 HtEZE

A=A #EMRR(E 2B MK E X (10+2)U/mL f1(60+12)U/mL WA, £ EE 10 K,
HE 30 (kB L RMTLHE M AREL SD, REARNWBHERRK CV.ERNUFE 4. 7THEX.
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CV=SD/MX100% sessesucecssarsseccssescnesses( 4 )
W L
CV R RE
SD 30 XM BRI HEZE;
M 30 KM B %5 RFHH.

5.8 BEM

AEA U T FEH#HITRIE.

a) RBUAREN BARBIPNEFELE 5. 3~5. 6 FEHITRI, NS 4. 8a) WER;

b) #BEEHERRE: - MEBMARMEE 7 CHE 34, HM5.3~5.6 FEHTERW, NFE
4. 8b) W EER

6 IR FENERARESB

6.1 WA(RIIERFKIRBFRE

ZLMETMTARE:

a) AR RAEIRE;

b) Ay VEERERFEMHLF I KR TR
) BEITHBEMEREES;

d FahnERS;

e) Fmits;

D RBOH;

g) WF&HF.

6.2 HAB FEHZFERKIAIFE

a) TEmARRAEIE;
b) A AR
c) Fmitts;

d) REW;

e) WHFHE.

6.3 WA(BEAKBER

ELMEEMTRHE:
a) CmAK;

b) AIREHH;

c) THHAHIE;

d KEFEHE;

e) FEAPAT;

D WFEFRAF BRI ;
g) WHINEE;

h) FEREEXRK;

D) REHFE;

D ZFEHEHFTBE);
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k) RESROERE;

D RKREAFENERYE;

m) FEantERBTETR

n) X4 P0G I B8 L . B E ) BT B

o) XatriEHEGEX MY BB ;

p) HEESFHM;

qQ ZEICWK;

r) HFESVEERERGFEMPLER, ik KRG
s) ESresmAeTSIFTIERS (XRTE& /M ;
t) EITFHamENIE%ES;

u) RS T;

v) UHBHERBSRHEMN.

7 S . EHBNPE

7.1 A%

RF(E M EE S ERGE.
7.2 B8

ﬁ?ﬁl(ﬁ)}ﬁﬁif%ﬁﬂkﬂﬁ%ﬁﬁﬁ;
7.3 B

R (B R = b HL e S TR FF
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