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Lo — i il 28 35 14 P AFP—TgM 3 & (KR 50 &, A6 T A1) A A b v it i) N F 2 3k
B T AE R bRvE S S BTAR I BT TeM BT AR A IR S A TR I DT ARP BUAK AE g i
FRAc A I B BT TeM BRI AR AL VI BEAR 1040 VR S 5 ) 1 DY FR 2 I  Jide vs iR 1E ly ¢
IEVE ) 2M H,S0, WV LA G2 P DRV B2 W R B o

2. BUFEESKR 1 B il iR &, R AEAE TR A An e i A LA BT TeM ST A EHTA
IgM £ FifEHifk, 0. 21 g/mL, 0. 3mL.

3. BCRIER 1 BT FEGR & REAEAE TR IS S g iR ST AFP Buik o Pt A\ AFP
LB, 0. 21 g/mL, 0. 3mL.

4. BUORVEESR 1 R R ) &, B AEAE T-H0 TeM B S AL B bR 100 0 S bt A B i
FAYIBEFR 2, 0. 5mg/L, 0. 1mL,

5. BURIEESK 1 Frd (30 &, R AEAE T B 228k pHI. 60. 05M Bk R Eh 22 1Pk -

6. BOFER 1 ATl (170 &, R AEAE U 22 M R pHT. 40. 15M AR Eh 2% MV o

7. BCMIZESKR 1 Bk R &, R AR TR B G2y A T8 B B B 5 PRV G2 R e 7k
JUER S48 0. 1% 8 FH B LR I  ARINE 5 PR S S B S 2 73 2k 5 ~ 10% A .

8. BUFIEL K 1 BTk (K5 &, e Al AR T DY AR IBE A NV EH 2me/mL DY AR SR IBR 2 i he K
VAR 0. 5mLpH5. 0 2% M 10mL. 0. 75% H,0,32 v L 1|45, Hrh pH5. 0 JEMZE i i
0. 2M Na,HP0,25. 7TmL.0. IM #7828 24. 3mL, hnZ&4a/K 50mL #1715
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— 0 AFP—1 M #2013 571 & R 4& M /5%

ARG
[0001] AW Kol AFP—TgM Rl sl & S I 77 i o

BEHEA

[0002]  FF4ifide (Hepatocellular carcinoma, HCC) J&5 WIS e 2 — , FRAEAE A
TWHENZAA 100 J3H kKR E . HEZEFHE LB (P E SR ) FApEEL (R )
JH i 8, L = R (I PR SR I A R R vy, DAL Iy, HoPE =

[0003]  MiGEEE (AFP) R A AR LU RRE A7 A8 BRI 25 AFP (FAFP) FIEER TgM
5248 AFP (AFP-TgM IC) o ¥ B AFP SURIEXIAEM B E R (lectin) SRM I HIAR 424 -
AFP-L1. AFP-L2. AFP-L3 =/MEAY, Horr AFP-L3 WA A 4 &2 e 40 M S PR RE 2 1 — Mk
Y. AFP 1R K12t HCC W & B MR AR 84, R R 2 W7 1 & 358 A, BNV T
I R ASRAT HCC 2 W (A AERF PR A BB 3R =, SCRRIR T LR ME o 41% ~ 65%, (HAH 5 %2
Wi PE 2 AL S SRR S AR R = e . A T 58] HCC 12 W, AFP B9 P #am] 12k 40%
UL b, 1F R AFP (BB PR 264 15% ~ 20%, GnAn] $i& i e I RS, HA B 4 ey He AR A7 38 1 K
BRI

[0004]  AFP-TgM & &4 UE4E & DR HB B A bR A5 4, APP-TgM &5 AFP 22 [AI(F AE AR U ()
M. R AFP FIOEEN TeM 25 1Y AFP A R AEATIR, AFP-TgM & —Mrkb 28 LIS AR &), P
KIREV AR B) T R 2 W

ZIPAR

[0005] 7 2 BH B At T A ] 0 A B2 i PP A HH 36 Ay B AR R BHARAIL T — bl AFP-T @M A
DR S A W 732, A8 PR & RIS IS TR AR A4S I AR R4 i e 2 T HE R 2
[0006] ANz B4 it T — ks il 28 5 AR Y AFP-T M 2 & Wl &, A48 F 2GR A A bw
P BN S e BRE 1 TeM VR Rt S B A BUARIIBT TeM P A A A B0 4 AR i bt
AFP HLAR AR R BEFR IR DT AR BT TeM B S A AR 1) (TgM-HRP) (A2 & 5711
DU PP ST 2 Vs CTVMBD A A 8 1V IR M 1,0, YV A4 28 1 e I B s B 2 i
o

[0007] 1R RARIE, PRtk it A HUAR TeMPUAN FEPIA TeM £ sfEHUA, 0. 21 g/mL, 0. 3mL,
[o008] 1411k, K IN A i BB BLAADT AFP BN WPTA AFP S EHiLAA, 0. 20 g/mL,
0. 3mL,

[0000] 1 A4kt ik, Pi TeM BRR i S A Wl A i ) A e Pt N BRI i S AL 9 B s id )
0. 5mg/L, 0. 1mL.

[0010]  fEMARIE, LA 2R A pHI. 60. 05M FR L th 22 1% 8% 7] 1 Na,CO,1. 59 77,
NaHCO0,2. 93 74, INZ&1E/K £ 1000mL, ¥ pH £ 9. 6 15,

[0011]  E4Aik, Vel e m i pHT. 40. 16M BENE #h 22 MV - IV RCR] H KH,PO,0. 2 e
Na,HPO, * 12H,02. 9 5. NaCl8. 0 7. KC10. 2 75.0. 05% Tween—200. 5mL. JHZ&48 7K 2 1000mL,

3
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W pH 2 7. 4 113,

[0012]  fEMARIE, MoBESE M A 4 s I 8T 1 (BSA) 5 BV S% s v IC R = 73 45 0. 1%
Cg/mLOAE B LA M35 « A I M35 5 PEik S s i B S i & 73 21 5 ~ 10% (g/mL)fE A
[0013] 1R Nk, DY A5 IR 2R 5 v ] bl 2mg/mL DY AR 266 06 2R % o 7K & B 9 0. Bl
pH5. 0 J&E ¥ 2% b ¥ 10mL.0. 75 % H,0,32 u L ] 73, H: o pH5. 0 J&E ¥ 2% b ¥ w] 1 0. 2M
Na,HP0,25. TmL.0. IM F7 ¥R 24. 3mL, JNZ&4E K 50mL 15 .

[0014] AR BHERAE T — s A Eod 500 G ) 25 R N A4 Py AFP-TgM & |1 7 v25, HAk
Paiy

[0015]  ZF—2b Alpk

[o016] (1) br#fEdtfLA TeM Brik ol T-REbrti FL A

[0017] (2D KGIFLA AFP BLiACL sl FREFRIR ALY 5

[0018]  ZE 20 WESREEARAR AL, B 25 ARV

[0019] 25 =0 3@ i £ LU R RS Ja S v ol R BB B2, AR T L 20 D ION &N TR BT N
FEERER [ TeM ARy S AR S FL I N AR 10 035 S 2 A AR A 5 1 28 7 B3 2 L BH 15 B, B
AT A R B v, BH PR HE R BH MR IS 537 CUER 2 /NI, TeM ArvE: 54 H TeM 3t
REEG, PRI bR AT AFP J¢ AFP-TeM 5844 (1) AFP Bk L5

[0020]  EEVUID SRR BEARAR AL, ¥ R &5 & 12 R 25

[0021] AP BATIFLIMARTIA T BRI SR bR iC T, 5 5510 TeM
e

[0022]  EE/NHD BRURBEARAR AL, 2Pk 2 RGP [eM-HRP ;

[0023]  ZH-B20 ARV BRI TR ML, B

[0024] 25 )\Z0 ABEATFLINZ 1155 HSO, 5

[0025]  ZEJLAD M ERICSREE R, 7 450nm AT FHEEAR G E 0D 1H ;

[0026]  Z5120 < U EASINARE S AFP—TgM ¥ B, 18 b £ LU R S S Amife ik B FULA5 il 2
y=ax+b, x AFRAET OD {H, v JFRUERIREE, R4 a b {4 sINFS I AE 5 0D fE24 x1, WIw] v
SR IRE SR B y,=ax, +ho

[0027]  {ENARIE, AFP-TgM & &R 77 542

[0028] 2 LAk

[0020] (1D bR FLALH AP SRR EDIA IeM 2 S EHLIRZ 0. 20 g/mL, 96 L
BERRAR AL 00 0. 3mL, 4°C LA, 8k 37°COKIE 3 /NI, W AFUKAE

[0030] (2> kil FLALHY - FH LA G2 b AdoRE RPN AFP S og BEHTA 2 0. 2 1 g/mL, 96 fLIE
FRAR B HFLIN 0. 3mL, 4°C I, Bk 37°CKifE 3 /NI, W AFUKAR

[0031] 250 AL PR GEMTSE 3 Ik, B b 4380, B R A

[0032] % =30 Gl A OGRS I NI ARHE UK R BR AL, 0w g/L.2 1 g/L 4 u g/L.8 1 g/L.
16 b g/L.32 1 g/L, bl s FLALEE 6 L, 20 M 0. ImL B9 B2 N S BBk 1 ToM ARt i
THTLEANILE MR 321 g/L FFRAES 0. ImL s #F i FLANA 0. ImL5 £ B M35 Bi
AT ARAS 5 FF 38 7 B o 0T FE, B 1 X A A T 2 gL, 31 ek %o i g BRI 1T 3 537 °C
TER 2 /NI 5

[0033]  IMLVE BUMAAEAS R A 5 A5 F0RE—J7 10, FRAR T dnAs o e PR 7 UK B, 3 o HL X

4
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SIS A, G IR R R s 5O T ARG S AR A Bk /PR IE B R AR R
WAL, B2 AR R A, MR AFP—T M 7E L3 P 1R 35 = o KRR R

[0034]  ZEPUZD AFMIFLAHVESRGEMEYE 3 WK, BHR 5 7380, B R A2 RFEM 2B
[0035] 5 TG - INBESRFUAAR, BEMTFLINN 0. ImL F RSB 22 R B I S BN 1M B
FAIBEFRICDVE T WM 0. 5mg/L, 3TCYER | /MY 5

[0036]  Z5/NA0 BEMIFL PG G 3 IR, BRIK B 438, Z2BR 2 RGP TeM-HRP

[0037]  Z5-LA0 AN O. ImL JEA) VY AR SR s v+ B AU FL, iR AEH 30 2080 5
[0038] % )\b &b, BEMIAL N 2M H,S0,0. 05mL

[0039] I MBI RS A, 7E 450nm A T HEEFR G 2 0D 1H ;

[0040]  ZE-120 PSR IIAE S R AFP-T g ¥R, 0 1A% LU AR B ST AR U SR B T il 2%
y=ax+tb, x AFRUES OD {H, v JAsiE K, 3543 a. b {8 ;I3 R4 0D fH 24 x1, WA of
FARFIRE SR y,=ax, the

[0041] K& AFP-TgM & & K T-5¢ T 25ug/L, W2 WA e . @it ROC 12 X) AFP-TgM
2 S AU S VR S B S MERA FE AT 0 AT s AN R 2 5 (B0 A [ () BB B VR 7 B DL %
YERR A SIRAE AN F B W H IS5 A2 WRCR e 258 s#E 25ug/L 1E NS % {E R 1E
THESHE W BRI &y, I HRURE R R, e AFP JECE #h .

[0042] AR EHIKIE AR Hy, AR BRI AFP-T oM IR 7 & bf s IS I 8 AFP iR & B
B (R (R RBURK S, AFP—T gM S IE & AHE s B 93RS 5238, [RTINT B A AFP—TgM 371 & L AFP A7)
BN AT AT 2 Wikt 2 42wt R 2 W e f, 3 LA R AT B AN .

M4 %1152 FA
[0043] 1 :BEFRPTAARMR BT Hh 28
[0044] 2 :AFP-TgM 2 Wi iT9& ROC £k

BALHEAR

[0045]  SEZjtEfsl 1 50 A v

[o046] -2 ALfk

[0047] (1) bréEan LA AR S BB SE DI TeM 2 sEHiES 0. 21 g/mL, 96 fL
BEFRAR I FL AN 0. 3mL, 4°Cad i, 8% 37 CIKHE 3 /NI, IEAFUKAR

[o048] (2> kil FLALHY - FH LA G2 b AR IR BT N AFP B og B HTiA 2 0. 2 1 g/mL, 96 fLIG
BRI AN 0. 3mL, 4 CI &, 8 37°CIKH 3 /NI, JEAFUKAR

[0040] % 30 A [MIAL VRS SEMIRYE 3 1K, BHR b 73, B R A

[0050] 2% =0 B AR LA B R AR HE IR RR A, O g/L.21n g/L 41 g/L.81 g/L\
16 b g/L.32 1 g/L, bl s FLALEE 6 L, 20 M 0. ImL B9 B2 N S BBk 1 ToM ARt i
TR ANILE IR 32 1 g/L ARHE S 0. ImL s#E SN 0. 1mL5 5% B 1LV B
TR IR AR 5 FF 78 ST B P BH P RE R JF At FE A 0 88 02 o R, 1 %o R A B {2 1fL v 537°C
YER 2 /NI

[0051]  ZEPUZD AF ML VESR GRMIEYE 3 WK, BRHR 5 7380, B R A2 RFEM 25
[0052] % Fitb  IOANEEFRDUA, BEMLLIIAN 0. ImL AR SE AR B (K Tt N TeM iR it

5
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FAIBEPRIC YT WAL R 0. 5mg/L, 3TCAER L /NI

[0053] S/ A MIALFH VRS R RYE 3 UK, BFR b 738, R 2 RIPL TgM-HRP ;

[0054]  Zi-L20 <0 0. ImL JEEA VY AR IBE 2R S v T B 1ML, = EH 30 28
[0055] 28 )\ hn&& b, &ML 2M H,S0,0. 05mL ;

[0056]  ZEILL MBI FEE R, 76 450nm K T EEFR G 52 0D 15 ;

[0057]  Z-120 PSR IIAE S D AFP-TgM ¥R AE, 8 I A% LU AR BE 2 L AR v R FE LA il 2%
y=ax+b, x AFRAET OD {H, v JFRUAERIREE, /45 a. b {4 ;I35 I0FE & 0D {824 x1, WIw] v
FARFIFE SR B y,=ax, +ho

[0058] A% 2% b3 Ay pHI. 60. O5M ik R £ 28 15 o 12 25 15 7] HH Na,CO, 1. 59 7t NaHC0,2. 93
T, NZEAEK A 1000mL, 5 pH 2 9. 6 {5 .

[0059]  WEIRZEMIR K pHT. 40. 15M PBS YW« 1% A H1 KH,P0,0. 2 57, \Na,HPO, * 12H,02. 9
72 NaCl18. 0 7. KC10. 2 73.0. 05% Tween—200. 5mL. JIZ&1E/K 2 1000mL, i pH & 7. 4 #1153
[0060] AR RELR MR A ME I ER 1 (BSA) S¥ER GRS MRC iR & 5348 0. 1% (g/mL)
FH A Y AR 95 55 G 5 VRV G2 s L BT 73 4 5 ~ 10%  (g/mL) .

[oo61] DU LIRS mT 1 2mg/mL DY AR IR I TG /K SRR 0. bmL. pHb. 0 JIEA) 2%
MR 10mL0. 75% H,0,32 1 L #il#3, Hrp pH5. O JEAEE M 1] H 0. 24 Na,HPO,25. 7mL.0. IMFF
IR 24. 3mL, INZETA7K 50mL H115F

[0062]  AFH I AN EEREE E TgM W B b FEe AR A R A=), 7 i i 5 009016, =F
PN IgM 2 veBEHUAI B AL S8 AV RHCA PR A A, 7 i 5 020003, BHTA AFP 5 [
Pk B LR AR A R ], RPN TeM BRI S BEbR i 0 B Jb 5t 80 4=
VIRHECH R AR, 7 i 5 030018,

[0063]  SIjfdl] 2 B4R BT AR B 2

[0064]  FASIE PR EE 0. 01,0, 1.1, 0.10 v g/mL S5 UEAT AL S5, J3r i) Fc R S it 491 245
1-9 JPERAE, ISR A MERR AR OD i, W36 1.5 2,

[0065] & 1 AN[RIUR BEARIE S AL B BT AN R 0D {E

EPUA 1eM Z R EHEWRE (ng/mL) s oD {5
0.01 0.064
[0066] 0.1 0.189
1 0.185
10 0.204
[0067] 3K 2 ARV EEARE S LB HTARXS M I oD 18
BB AFP HREGAE ——
(ng/mL)

0.01 0.087

[0068] 0.1 0.245

1 0.251

10 0.239

[0069]  3EF% OD E A KP4 H = H D R BEVE A A PUARIR A, 3R 1,36 2 85 BLR B briE
Al FLRRE S FL A& TR BE Y 0 0. 1w g/mL, A RAESUARR L&, BL0. 21 g/mL 4,
RN 2

[0070]  SEjafs] 3 BEEARHLAHR B I 2
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[0071] ¥4 TgM bRt st A 0. 05M pH. 6 (LA ZE MR A 10 1 g/mL, T3 2K L4 96 FLIR
PIIN 0. 1mL, 4°C b, IR H LR ZEMPIRPES 3 IR JRAABEFR BT AR N 0. Img/mL, A 1%
BSA-PBS VAKX FERERL L & 50,1 & 100,1 & 200,1 & 400,1 & 800, 4F MM S FLH, T4
MR — 4L, 8L 0. ImL, 37°CHFE 1 /DI JEUEsk o 285 IS4 T™™B, B:4L 0. 1mL, 37°C 10 ~
30 438h. L 2M H,S0,0. 05mL £ 11 e W o 132 HU#5FL OD {E (& 3D, FFLL OD A PEbR, 45 Gk
FEE AR JRE AR, 220 2 R LI 1) H R LA&73 oD {20 1. 0 247, LR Rl R i K
BEAR BT AMRE FE , BRI AZAR G TAEWR S, ASEI0 45 SR LA E 0. 5 1 g/mLo

[0072] %3
[0073]
B BB LA (ng/mL) #lse oD &

1350 2 1.358
12100 1 1.126
1:200 0.5 0.876
1400 0.25 0.416
12800 0.125 0.259

[0074]  SCHtifs] 4 Z 5 IR E

[0075]  JELIL ROC i £k (1l 2) X AFP—TgM 12 Wi HT-Jesk (¥ SO g 57t P B A JEIEAT 3
ANTA] cutof f EXS MAN [F] FUBBURCRE VRF 7 FE (BR 4D AR AN R IR2 W H 1 I 45 & 2 s i
TESHEH E 25ug/L RN SR A IE T S S W Bk i i, F HBURE R
i, BE 5 AFP TR AN . R 4 A G HE AL = BURE + 57K —1, 25ug/L XA cutoff {HZY

IR K.
[0076] % 4
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cutoff {& BB WRE KERE
0.068 1.000 0.008 0:008
0.387 1.000 0.028 0.028
1.012 1.000 0.064 0.064
2.113 0.988 0:112 0.100
3.191 0.965 0.176 0.141
4.293 0.953 0.232 0.185
5.500 0.929 0,256 0.185
7.113 0.906 0.288 0.194
[0077] 8.302 0.906 0.344 0:250
9.646 0.882 0.404 0.286
11.225 0.859 0.504 0.363
13.053 0.812 0.564 0.376
15.078 0.800 0.640 0.440
17.814 0.729 0:696 0:425
20.072 0.694 0.756 0.450
21.064 0.671 0.764 0435
21.553 0671 0.768 0.439
22.236 0.671 0.772 0.443
23.248 0.659 0.776 0:435
24.143 0.659 0.792 0.451
24441 0.659 0,796 0.455
24.730 0.659 0.804 0.463
25.013 0.659 0.812 0.471
25.338 0.647 0.812 0.459
25.775 0.635 0.820 0.455
26.118 0.624 0.824 0,448
26.659 0.612 0.828 0.440
27.611 0.612 0.840 0.452
28.838 0.553 0.852 0.405
32.127 0.518 0.860 0.378
[0078] 35.138 0.447 0.864 0311
36.055 0.447 0.868 0.315
40.423 0.400 0.888 0288
45.610 0353 0.900 0.253
61.986 0.318 0.932 0.250
86.369 0.212 0.956 0.168
129917 0.118 0.972 0.090
192.574 0.059 6.992 0.051
224.045 0.047 0.996 0.043
321.060 0.012 0.996 0.008
418.900 0.000 1,000 0.000

[0079]  SEJfEfs] SAFP—TgM. AFP X7 &K ik 56
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[0080]  AFP-TgM.AFP 73 7l 46 I i , AFP—T oM 2 H SE o) 1 (K177 V2%, AFP SR AL 7 Otk
ATRLIN (b HYR R A Y B 2= T REA PR A 5 A& AFP B s BEHUIR 4R 20, (X254 Access®
I analyzer (Beckman Coulter, CA, USA) o P 31 25 Xo] - 400 i g ) 0B B S S P2 H 1 T
TUAE B P TIAE 2 W 3 e g LR 5.

[0081] 5
[0082]
BB R BTN W 2k
W& {17 il i3 B {8 18 x
Y% % % % Y%
HCCvs EH 66 98 97 80 84
AFP-IgM AFP-IgM ‘ .
fretiy =258/t HCC vs JFEEAL 66 65 77 53 66
HCC vs 8% 66 68 67 67 67
HCC vs %7 44 100 100 64 72
exis  AFPcutoff =20
AFP & ngmL HCC vs JHEL 44 82 71 59 63
HCC vs 18T o¢ 44 98 96 64 71

[0083] TG 45 SRR WA A B 1) AFP—T M 137 S X HHRE (K12 Wik ARP 500G R S v ) A
TS, X1 LI B/ AR CELAR <3emDiZ Wi e s ifn AFP X ATF8  FHIE AL BAT B v 19
R S B X6 LA BH PR bR A AT S RS0 ) s DALE AFP—T M S5 AHE A R 1) A
S, (RN IBGA AFP—TeM 451G« AFP 138050 &0t TR EAT 2 it 2 S Rt HE 2 W v 12
P HATIRGF I AN o

[0084]  LA_E IR M4 A WY R BEAR S A Ji3 7 T B3R I B A, AHOG AR A 57 5¢
] LAAE AN 85 A U B SB AR [ Y, 34T AR A SE L R B . AT BRI HOR
TS TR AN JRS R U B 5 10 P 8¢ 5 6 200 B AR SO SR [ SR i HE B M [
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