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Lo —Fp kT S B HEER 1) CEA INFIA) 23 5 't B 5 43 BTl &, R I AE TR AV
FEFEHT CEA FURRIBLER, #H R0 HT CEA P, 23 M2 PR, BEB IR DRI .

2. WM SR 1 Bk iR 0 &, JERFIEAE T il Rt i K il 2 2 B84 & 2 g/L
BSA & 1 g/L NaN, ] 50 mmol/1 pH7.8 Tris—Hcl 22, ¥ CEA HLJRECHIE 041,54 10,
100 /% 560 ng/mL ZR AN EIRHER R -

3. WBURIEESK 1 Bk B RGR) &, HORF AR AE T, BTl et CEA Pt AR IR 2R 1) il £ 20 1%
N HEERIEAL, 5B CEA B s PUAAIERL, Yk, B, fRAF.

4. GORCRIE K 1 BTk AR &, HRREAE T, Tk Sabric bt CEA ik HIH & 2 A <k
FIPt CEA- Bt FEHUAEAT Eu™ brid, Bifh S Bu™ bric W r it Ll 4 5: 1,

5.t BUA) E SKk L ik 1) R &, R AE AR T Bk o A g2 b B T A
Tris-HC1 (50mmo1/L, )  PEG6000 (1. 5%) « BSA (0. 2%) « Proc1in300 (0. 1%) « 2 TgG (0. 02%) |
Tween 20 (0. 1%) « NaCl (0. 84%) , pH7. 8 ZEMK .

6. WIBRIE K 1 Ik R, HRIEAE T, PR PR s i 77 4 < Tris—HCL (1. 25mmol/
L)« Tween 20 (2.5%) NaCl (21%), pH7.8 L.

7. WBCRIEESK 1 TR R, FHURFEAE T, Pk B sy e 5 B0 46 < i B — Z8 I =R
N (B-NTA) (15 umol/L) =I5 LM (TOPO) (50 wmol/L) . Triton X-100(0. 1%)
BERR (0. 6%) ZH i, FHIE B 20 28 — F IR AU AR & pH 24 3. 0-3. 2,
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—FE T RIEREIRAT CEA B A1 P H R g ik &

AR
[o001] A% W) T A M A2 AR A M EOR A, HAR U, 98 Je—Bhk T S e id ek
¥) CEA I 8] 73 9% 5 't Yo e 7 il &

BREA

[0002]  JEMEHLIR (CEA) & 1965 4F Gold Fl Freedman ¥ 56 MR JL A &5 W 4 40 b R BRI
CEA [ LRI T 19 T3 (K, & —Fror 188 22000 (2 MEE A E G, 45% AEH
Jie — B GUT, CEA & i L E WiE b 2 2R AT T 40 f B & . 18 ZE AL Uk AT 6 > H
W CEA & &3, AR S & =2 ORI, EFEEOT, CEA & 8 aiE A, Rk
B CEA JUJHE N VBRI R LA 2R, 5 S I CEA i M. HRTIA N, CEA 2474 T IR
PR VR PRIV A R G0 1, 0 B DR s s TR, R T A7 A T/ 4 e s | L e L
WRBREEAESE o [RI0E, AN i ¥ o CEA & B IR e iE (2 W B Sl Bh (..

[0003] I i L FA) 88 PR L S A K 22 SR I g % 2% 73 M (Enzymatic  immunoassay, ETAD.
1k 2% K 6 o % 43 1 (Chemilinescent immunoassay, CLIA) FTES [A] 43 #¥ 9% 56 50 7% 40 Mt
(Time—resolved fluoroimmunoassay, TRFIA) 2,

[0004] i Ibc A e vk AR A A A o M e e B R, AN Be A I K B= AR RS 17 1)) 5 2, TR A
A AR FIRIKEIRTT .

[0005]  CLIA 5 HEARid S ARM LAV 20 - QIO RN K% @ R &, 1
M S Bl w8 @RS E MELF B R AL s @R VS B 58, AT 4G I AN [R] 23 7 K/ BB J
KRR, T DU TR BRBRE ORI . B R R OGIEFRE PR AN BE B A AR
Bm MG Emy s t. B arE N AR KE 9k Roche. Abbott . Beckman A4 i
EwlP

[0006]  TRFLA Hi AR 4K MU 6 0 M7 2 I B 0 R — A3 R, L A
FFSUAIG AL RO B e — LA R FERT IO T F- B TRELA LU TR b
Wy, BA 2 T 5 Aift A7 I TR DT PR G v i 2 Y0 L 58 AN 32 B AR 2O TP
NG 73 Tz SR e AR, H AT N AN 235K 2 TR LER TRRTA £, i T 5lAL
AR B S N TR AR /)N, 5 2 R A 2 s N IS TR s B AL AR A A e AR sl It 2 3 i 4 38
Pt A, AL BT AR BT R AR MERRHEAL, AEASA I 45 ARG 25 LB AL TRETA R 20
e H AT I, BRET AL I N b TRETA K5 AR 4 B, (1S FEA R LR R — 2 &5
A HeA I .

[0007] el A A2 H 358 2 FUE B A A 45 6 R R e SR 1K) — S B AR, 2 — Rl 2k
RMAGCR I, W 5HUE / TURFE MR 255 TR Bk - Biik / SrRE 549, 8518
ik A0 R WO AE FH A4S RS R TR T 43 15, WA BR 55 A R A FLASORE B B A DU R A
ORI K, ReEi G 2 ME A1 @ ] Lol 30 5 ERER > %8, LR R LIq N
PR BALR (OSP4 : F SA  4@ NI D I AT O, 8 5 1 R S B
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BRI AT, TINS5 @) 2 1 45 5 IR 8 8 iy, A9 615 5 LA 5@ nl DIAA
[ AR BT 73 1 45 4, ARSI 7] — FEAS b AN R (R0 AR5 DM 1 o e 5®) WA ERIK SR LA A gl il e
P R P B, ] AR AS (7] 1) S e BESRIEAT RE H%

[0008] TR IK IR s L5 I 1) 73 ¢ 6 i 7 Ml £ i ml LAy oD Jse o P o IR AR A 122,
PRI NI 18], By HEIAL, g FEASBE 2 BE DD RE .

[0000]  Ff Rl o e B ERAEAL 22 A 06 S 2 0 B L IR SR U S5 A AT T 2 I 5 (B SR e Tl
BREGS G I 1R) 72 H 96 Yo 2 o Bk il — L iR AR G Bt Ji 14 G SRR

RZIAAE
[0010] AU B WAL THE A — P 3L T B L BRIK CEA B[R] 23 B2 't 3 73 il ) &
[0011] A BHASIN 7 25 R 2 At SBR[ S 38 IOV, <l ik R S PR IE L R &
V), B G B 2k, B S e Bk R PR S e ACHh CEA HLIRAE N E P et Ry i E e e
PR A PERLER —CEA PR — SARPUIR R G4 . INASE SRR FE ¥ [ N )i, TR AN GRS
HAR SR 5, FHIN ) 73 B 0 e L5 G0m BE o DOGaR A S5 RE i Hh Ky CEA ¥R B RiIE L, X
HEPRUE i 2 RO AT A i h o R iR /o
[0012] AU BHIKIEE T S LR IK) CEA B IR) 43 35 9¢ 6 S s 0 Bk 7 A 6

1) K

2) EFDL CEA PUAAHEER

3) #iFricPi CEA Pk

4) Gy Nl

5) YRR (25x)

6) IR

IR ERT CEA BURRIREER 62 D3RR fEEkiE L —~ 550 CEA B ogfEdT

PRI — Pl — B — IR A7 S5 P R 2549 2R IBCH SR e ME T —CEA B oa BEDLAR I
G REREER o
[0013]  LIR4AFRICHL CEA PUORIIHI 20 B 1k BT CEA- B g BEHUIREEAT Bu™ i, 3T
5 Bu™ FRic B2 5: 1 (Bl ) A fetE L], bRic K, sk bR id Bk %%
TR s ARICZRAR, 15 T uR A, FRARAS TN R AR
[0014]  FaRAHES HIHI PN H& 2 ¢/L BSA f2 1 g/L NaN, ¥ 50 mmol/1 pH7.8
Tris—Hel 221, 4 CEA PR ECHIAK 0.1.5.10.100 }% 560 ng/mL Za 513 B RS UERS L, 3%
B ImL 7336051, 4 CIRAF A H
[0015] |3k 43 B 28 P W B 75 K < Tris—HC1 (50mmol/L, ) « PEG6000 (1. 5%) « BSA (0. 2%) «
Proclin300 (0. 1%) <4~ 1gG (0. 02%) . Tween 20 (0. 1%) F NaCl (0. 84%) pH7. 8 ZEMK .
[o016] | & ¥E % W (25x) B 7 4 :Tris—HCI (1. 25mmol/L,) . Tween 20(2.5%) Al
NaCl (21%) pH7. 8 ZE¥
[0017]  BIRMESEAEEC T A HH B, AR, =S54 0% (TOPO) | Triton200. iR FI4R
AR_PREHA (oH 2. 0~ 3. 2) Ak
[0018] AU BRI 32 7V A RN A N 23 A G b AR RR LE A 1225 )
PERLHR 50 w1, ARG N CEA BeHEShEAE Sy 25 w1, BRI A 2 B2 i LLAFAEE A 1:50
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MR Bu®™ bRCHTR 200 1 1 ZRGES I E SO 30 min, Ja HIREME Sy B HOACKE W B CEA
(G BEREER 5 5 20 B VRS, S S AL 200 1 1 SESRVEIREE 5 min J5 AL R 2 HE9E O
AU = 4% P R - M
[o019]  HEIAHCARALL, AR HA I M w80k

AR BT ST B F AR Db R A T 0 18 1 S AT B A o » LA S B W BR AN AR G 5T
PR T AR AT VD RIHL AR R BB S bR ac 20 0 T P S8 3 i S SRR AT LR fe 2845 31 T
T {5+ 2003 ey s AR o P SE R EREATRR 12 TV
[0020] 2 AR AIT T 2T LIRS BIR & ARy, G4 EEmnc s 734t
G PRI T S BB IBUEC T 5 3 AT TARPR DU S R e R 1 i a6 L
[0021] 3 AHGHER B B EORIF 4 15 TRETA FR, BRIAT TRETA BEA H) RABEE =y i
A7 N B T TR R 75 G o v 2 Y T 98 251 22 D0 R b, IR T8 I S e R 1) ' R AT AR
FEERAEIAR D 78 70 3 AR 45 5 3R B K, KK Ze e S W TR), $2 e il RS - PR
DU A 2A T 1 5E i) e, KR D BE X BT A B DU R B i I RS 3 o T AMZAR
o S AENAL, e T AR SR TRETA BER T B AR R AR — e £ A e I, 5K
BL T FEAS RIS AS o
[0022]

i =115 BR
[0023] P& 1 S siitifsl] 3 5T G R ik CEA B[R] 43 3 9¢ 't G033 23 B 70 & s A i PRt i 25
AT EIUAD o
[0024] P& 2 S siiitifhl] 3 FE T G B Bk CEA B[R] 43 35 't G0 3% 73 AR 70 A S b v i b v
2k COURTERLED
[0025] & 3 Jgsiziifhl] 4 AR IR F £ 5 Roche 23] CEA A2 R a5 £ i My CEA
(AR 2 (Bl 53 B

Pl 4 kst 4 AR AR ST M T A SR P A TRAEEAH FRA 7 3L R TREIA i
GRS MY CEA FAHZ<ME AR 381

BIRLHEA
[0026]  Scjtifs] 1 A% BH 550 & 1 ol &

(1) G BRI 3% HAOD IR

B, WLERI TUAL I < FH WA e VR A 45 78 70 TR S B F HEER (Merck A H]) 7=, dn 5
39572001, B 1ml (10mg) BV T E0E J, I E Tl 348 b Imin ECEERNRED, /N0
% EiE. A Iml Binding Buffer, AR FEIR G 4% 78 70 1R ) R IFHEER, JH & THL5 B 4%
b Imin BHEARTED NOoBE B3, ERIZPE 2 K5 A 25 11 EDC(10mg/ml) F1 40
w1 NHS (10mg/ml) , FIFEA TR VR A 2% BIRIEH 30min. I Iml Binding Buffer, A
IR A28 78 IR A BT HEER, I E TR 54 b Imin (SRR RD /MO L B, BRI
LR 2 W
[0027] 55 20, HEERAMEK AE 58— LBk LIS IREEE I 100 mg Piik GF 22 Medix 24 H]
7= R 159100, HTRTEIR & 88 78 /M IR A1 TR Gk, R FEA e i IR 6 2%, SRS 3h.
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[0028] 25 =0, PRiA A DB B T RE S A L Imin SR KETED, N0 2
L ION Il BESOR TR EIR Ao 2 AR BVERE R, IF B TN B8 b Imin (RE K
D A2 b, ERIZSER 2 K.
[0020] S5 PUE, S AETEVEE RIBEER TP NN 3ml 5 VR, FHREAS BESE VR & 2%, =51 ik
Sh BLEE TH B L Imin (BCEKEED, /NOE - E3E, M Iml Binding Buffer,
R IR G 4 78 /0 IR S BRI, FH°8 TR0 348 b Imin (BUERINTED MO BiF.
[0030] ST, fRAF AEHEER P IO Iml fRAFVE TBST, 2-8°CLRAF -
[0031] 45— Tk Binding Buffer A2 MES (0. 1M) < pH 5. 0 [HZ2 M .
[0032]  H—2BH IR EDC 4 1- £5E — (3- IR IR NI ) ik — W fZ h R &k, NHS - N- 52
FERAC BRI WP A%
[0033] A5 = TR YRS A Tris—Hel (25mM) Nacl (0. 15M).Tween20 (0. 05%)pH7. 2
[RIZR I -
[0034] S5 DU Hh AT S PAIVRON TEERE (15%) «/NFIILTE (10%) pHT. 0 A2
[0035] % T b TP TR ARAFEWE A Tris—Hel (25mM).Nacl (0. 15M).Tween20 (0. 05%) pH7. 2
HOESL N
[0036]  (2) #itnict CEA LAl LIRN -

PURAIL ARG o Img BT CEA F g FEHUAR G 22 Medix 2 5] 7™ 5, 45 :5909) A
0. 5ml FRICZE M (50mmol/L, Na2003, pH 9.0), 1855, H Millipore 2 )4 A BENE 1K)
G50 B/ 10000rpm B0 dSmin, Ff B R 6 I, 515 B O WEEDLIR, AR HI7E 20011
Ao
[0037]  HUAAARIC B 4iALl) CEA FUR I 0. 2mg Eu® bRicik# (PerKin Elmer 2#) 7= 5,
Gi'T : 1244-302), MRS, 26 CIRZ I
[0038]  EAESBENL :H Sephadex G-50 EHTE (1x30em) /3 BES4fifk., BEMIA (% 0. 9% NaCl
[#) 50mmol/1 Tris-HC1 D FEMli, RIS Ciml/ 859, B E R OE A (A280nm) , &
FrUEE, I A AR IFTEAR LA
[0039] i E MR FFE G bR ICY), AT IR FEBER, R M T, R BAKIY
WL s Beibmic ) S INAEAR 42, AN 1.0 ml/ i, L8R5
[o040]  fRAF %5 T )5 2°C - 8C,
[0041]  (3) KVES I LY & 2 g/L BSA K1 g/L NaN, (50 mmol/1  pH7.8
Tris—Hel ZE1E, ¥ CEA iR (GEH Biodesign 2777 b, 45 :A41107H) BLHI 1.5.10.
100 &% 560 ng/mL ZRFHFE IASHER I, 72 B0 ImL 73 2805+, 4 CIRAF & H
[0042]  (4) 4% KT 28 vh ¥ B 77 & :Tris—HCI (50mmol/L, ) . PEG6000 (1. 5%) « BSA (0. 2%)
Proc1in300 (0. 1%) <4~ 1gG (0. 02%) . Tween 20 (0. 1%) F NaCl (0. 84%) pH7. 8 ZEMK .
[0043]  (B)PEIEIE (25x) BiL /5 A «Tris—HCL (1. 25mmol/L, ) \Tween 20 (2. 5%) FINaCl (21%)
pH7. 8 L& i

[0044]  (OOIYBRIEBC A < B - ZEFEE =5 AN (B -NTA) (15 nmol/L) \ =FFEE AL
(TOPO) (50 wmol/L) . Triton X-100(0. 1%) ESER (0. 6%) ZHak, FidE &40 2 — iR A A0

# pH K 3. 0-3. 2,
[0045]
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SERE) 2 A% B R R A v

(1) HEAUE

KA 1-2ml M H, 4ACHUCE 2 /D CLE, fr i st S E 25m] g BEm] . i
TEFEAMAE 2-8°CHI LARAE T R, iR 77 B INIRAT, B LE —20°CIRAT, B R B IRRR . HE0 T
BE & T UK R B B 2 4 N s %

[0046]  (2) AFIMIHERS

1) YEEWE 4 50 mL IRAGVEFN 1200 mL £ B /KRG, 1E 0 TARVEG M .

[0047]  2) HRidd) TARW ATHAT— /DI SEAR A 1| ol X5 -FKE, s
ML 1250 fEm BV E A B bR pi ik TAEWR

[0048]  3) APzl Ik A% H AT 75 R AT o

[0049]  (3) #fEIDIR

1) FFEMANS0 11 R, RGN 25 w1 B vE SR, RN 200 1 1 #6ARPT

RTAEW, EIRE S E 30min.

[0050]  2) /R JVAEE T 7B Ae b 2 38, ATREERBEAR .

[0051]  3) WRFF L3F, FUEARMIDE 4 I, PERBUINNE D 300 v 1, BRI ZEGIRG 7
FRE 30 BB, A LR E B

[0052]  4) W SFVEM, REALINMESRIE 200 v 1, EHWFH 5 7r8h.

[0053]  5) lIE.

[0054]  SEJiiAA) 3 A< BH IR & 1) T i 2 R e

2 R A AT H o R 3 ORI T S 1 A R A R S AT R 0, 5
RUTF

1) Ve

XA HE & 5 AH N I BT 1 B Kb Y R I R AT A AT I ST, OBURT B A Y
(log—log) A, P — N MIZREACTAT (B 1 o B S bRAE S 57 & — ROV 4
B 2 ARV 50 — O M2 sCps R BT ) , PIAC TZR AR 7330 4 0. 461
H10.458 (¢ K35 2>0. 05> Lh CEA [E ZBRAE i A B, A VR it RTS8 5 B s R 1)
FCAEAE 0. 971, 1 2 [R]. FRIE — SO 4 (1 S 1 AH O 3R %k () =0. 998,

[0055]  2) 3 Hfr R AR R P E

PAZE 2225 bt it AR il 2 8 I, TS Ll bRt ZE o DUz s 2O I e - MM
In 2 FE bR HEZE I B 2 TG AR AN PR AE 1 22 T7 FEvH 51T HE IR0 BE AR A SL R BT, 283000 7 AR ik
oM RABE A 0. 16ng/ml o KPR RRRE AN I BEUEAT I 52 , DA v ith 2 22 1t 90 [ 4y
0.15 ~ 1000ng/ml .

[0056]  3) KK FE (CV%)

FH AR 7 BRI 06 B i) CEA gz i Otdasin 1 11V, TR EE 43 i)k 8. 76.25. 8
84.9ng/ml) HEAT I 52, & W 10 MR L. g RA KPR & N2 7 R (CV) R
3. 3%—6. 8% FIHL A A S5 22 %L (CV%) Ky 5. 5%8. 5% o WL LA 2408 I FLI CEA TRFIA 4tk
PN R ) AR S 2R 50 (CV%) A 7. 2%-8. 6 % 1 8. 9%—13. 2% T4,

[0057] 3R 1 HEPIAG 2 A5 R (n=10)
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= 100607 100924 101025

Wl | CEAMmgmL) CEA(ng/ml.) CEAMmg/l) I
% Yy %

mnl | 9182058 | 62| s42:0%4 | 65| 932074 | 63

Bl | 242172 | 56| 26+141 | 45| 2512146 | 58

Feain | 832s480 |42 | 850242 | 53| 8462319 | 33

2 PR AR (=i, n=3%10 )

e CEA (ng/mL) CV%

8.76+0.78 8.5
FER]

27. 441,94 6.8
JFESIT

86. 7+4.21 5.5
Frsalll

4) ik

R FE ) AFP. CA125, CA19-9 K A A 2R A 2 EFE i AR &l w2 , 45 S 32 0 T i
BATS N, WK 3.
[0058] K 3 CEA RpSeEAT 25 R

S bE] AFP CA125 |CA19-9 |AEHA
FE SRS 1000IU/ml |600U/ml [500U/m1 |1000ng/ml
MEWEE (ng/ml)  [0.1 0. 09 0. 05 0.155

5) 1IEHEEHE
B HAFRX6 400 448 R & A (53 200 4], 4F#8 3 ~ 65 %7 4 200 #1], F#E 8 ~ 80 %)
13 CEA FIASEAS 2 B, SARAE R 0 1 g/L, Serfih 10.8 1 g/L, PR (2) 4 3. 14

wg/L, bRUEZE (SO 1.66 1 g/L. MK 4 IEE R LUE L, KRZHEA (96. 0% )1 CEA
WEMEAEG6.0 ng/LULN, WEM2 NS0T 6.46 1 g/L ;96. 75% HIbr A CEA IR FEfE AE
6.5 ug/LLLN. ZREHAL NI Kl IR 58, TATTESCR ARSI i, 1% CEA
AERIE R ST ENE R0 ~6.5 1 g/Lo 55 Bl AR AT, AR 5 Hbo X LA
25, AL H OISR

[0059] 3 4 1EB AIMIE CEA 7K A I 45 5 1 Ge it 22 40 07 (n=400)
— CEAWE (ugl)
0~6.0 | 6.01~7.0]7.01~80 |8.01~100]1001~120} >12.0
ELSE 384 6 4 5 { 1]
Bate
96.0 1.50 1.00 1.25 0.25 0
(%)

S 4 AR B AR g TR A AR 5G] i AR I A P
FIAS e B AR G A0 B G 2 ) (1 Ak 2 5 D' CEA R L) P T I S e AR R 4
8
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ARA R A A AL S TRFTA CEA SR 765 [F] B 6 239 4 S REABEA TR . LA & BH 5 330
SE ML CEA ¥R 25 FOARE AR bR, UL G/ ) HAk 2 A Ik 52 (1) CEA ¥R B 45 5L A YA bR
A 2347, AHOG T FE A Y= 0. 873X-3. 802, #HX F %L r=0. 976 (|8 3D ; LAA KR BH 773200 &
MFER CEA 3R BE 45 SO REAARR, L) M T IS BT 7R T RE AR R 2 7] A fLAR 28 TRETA 530
SE [ FE 25 B PR BRIP40 B AHOC T FEN Y= 1. 049X+1. 696, FHK F %L r=0. 985 (K]
Do B 2EAIELE FR I, AR 755 P AL 2 RGN T A STk TR
ARA PR 2> A LR S TRETA SR PR MU AE (e 3 BA B AE e
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LEVEL 4.M :1428 2:STD.
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