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1. G0 TR R BTN [8) 23 3 20¢ 6 S %8 R AT o A MU AR 4%, AR AE T L Fusionb i |
THBR A1 4 25 I DL S W K AR =350 47 » SR 2 4 2R I T A 1] , Fus 1 onb i S5 IR K 4093 #5421
THBR A1 4 25 NI 70 45 W i, Fus 1 onb I A IR DX AR X, TR X b 80 S0 P e B o B o ik
IFIE] 73 8 K s AR AT 4E R B B A A s 4, kIl 4k b R0 ple /N E B, a2k
SRR &R RN

2. ABURIEL SR 1 AT IR (IR AR 2%, FAFAEAE T - BT I 1] 23 3 5% S o BRA0, H5 A6 I B AR o
P BBR S R WA BR O 2R ThD B A G TR R B L ) 8 AR, R BBk O 3R Th L A B B dm i
B R EHER

3. WTAUR)EE SR 182 T I (AR AR 2%, FLRFAEZE T BT IR B 18] 23 1% 5% S A Bk 1A R 423 R R
100 - 1000 nm .

4 GBURIEE R AT IR AR 4R 5 , FLRFAEAE T« BT A I 28 1 A0 4t & v A I FH B S v &
PR 58 AR FOE AR G40 s Kl 28 Hatk —t - Bisbiik.

5. QAR SR 1B R AR A% I i 46 5 vk, FL ikl & P BRGn R

(1). ki) & -

O HAEYIFEACES

@ KA LR brcE A B R ISR 2O LR ;

(2). sr sk il £ - SR FH 0 PR R 11 R0 A e T A R 1) % 6 Bk

(8). 25 R AR < Fo A R 2T 4 22 IEORE U 78 2 RL AR HH 18], Fus 1 onb i 5 IR K 48 73 il #5
FET IR AT 4 22 6 /e A 7 i

(4). W S bR IC HR ) S AR AN T e BB ) S Ak R BRI R v IR &
R Bl — B WL, W B Fus Tonb IR A AR IX 5 S PA B8 1R FIT S AR FRORE S5, 23 ol s 2] i R
L YE R R TZRAICLL AT B 5

(5) T )% .

6 . WIASU R L3R 5 BTk 1) il 4% 77925 , FLAFAETE T« 20 BR (A B AR Pyl L o 10— 15% )
W3 — LO%MFHEERE.O. 5 — 1% N,0- XU =H i3 LMENZ BSA 0.1 — 0.5% K KE R

T AR B SR 5 Il (1) il & 7 7%, FORREAE T D IR (AW B S R DU AR BR &R FE N0 .5
3mg/mL, RIS ERZ IR E0.05 — 0.3 mg/mL; TERPIRZIKEO0.5 — 3mg/mL, CLPT R &I
0. 5 — 3 mg/mL;C, TEWI B E 0.5 — 1.5 ul/cm, ERBIIEE N2 - 10 ul/cm.

8. UBURIEL RS BT I (1) i) 5 5 1%, FAFAEAE T - D IR(5) R T 25 A N3T CHETF12 - 16

N

9. AR SR 5 AR L 3R T I P G TR R SR ) 23 2 6 G 8 JE AT 8 AR MR AR 2%
HAFAEAE T AR 2% IR A SRR AR
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— SN SRR BB B TRt R IR R E B MIR AR X

RAR G
[0001] A W] Jg T B0 it 22 AR AT , B AR St ft v AT 5 2 B WD RO AL D 3% s a7
SR AT WO BRSO 18 P ) 7 3 5 e G 58 R T IR AR 2 S L ) 48 5 v AL Y

BHREAR

[0002]  SPMR J& - Wy MR A , X Ah 245 W) 1 EAE I IEARES , 57 AR 25 Wk B SR B 1Y
SUPGR RN 7y HAT TR 2435 1 R AR D e 516D 130 0 L a2 DAL 2 i 5k =2 0 , AT 51 762 AR H
JIE B TR PR S AR 3 2 5 AR IR 350 ) R RIE 55 o A7 1 2 ] R X 1) ) 5 2 A I s P 37
HOAS NGRS S 2 BUH SR S Bt o A7 SRR PR B B 5 (R U0 A 8 3 B A
BV 22 B 5 I ) D BT

[0003] HATHI%IZEMNT (lateral flow immunoassay,LFTA) P A4t 2% £ DL A
& IR UIREE ROCERAE ALY o B2 T AR S b e AR TR PRoadAar il 7= i , £ 7E
JE VEELE 8 &, IR 22 S ORI 8 5 R (0 LRIk B SRt m) 22 P e adt , 1H R B AR A
BUG, 1 A BE 8 B E & B T ROCRARICEOR I S S RBUEAT 7O &, tAg
17 BRI, H R B TR S GBS ROCARRE T, Hstock MR EUN , 20 kil 7 4=
LN

[0004] I [E] 53 #¥ 2 G (Time-resolved Fluorescence,TRF) & —FpERI A7 K2 Ehnicd,
5 IOCHEL , BAT stock R A8 R, 86 75 A IS8 RF L, AT LLAT 28 38 S 8 ity v 1) A RS %
o, BA KUK OGS R BO G 520, DR b A L 3t 38 2 ' B A B e 1) R R A 4 RE

[0005] A AR FHFusionb & AAL G R FE a8 I 45 & 3 K IR AU Z R 2 1R
2 G T4k, TR R 75 2 = R TR 25 A 1) Rt v 5 e 2 R A e M 4, AN A 7= T 245
B 7 A T HA R FEAR T = B ZE R ) 22 SR TR DN R R, WL S ANME

LZBARR

[0006] AR B B 2 v 7 HE A3 2 1 e TR e G 00 G PR R 11 B T) 20 5% e S 8 )2
Mk R AR A% S i) 5 T iR AL A o

[0007] A BH—TF A FE 1 SRR I 8] 73 #2 't o 5 JE AT o A 4R 2%, 2 4R 2k B
FhiFusionb I AHER AT 4 25 B DA S WK 4R =50 53 o B R 47 44 2 A7 T~ 1], Fus ion5 i 5 7K
ARG P4 FE T R R 2T 4 3 A A5 T g o e, Fus ion 58 _E S0 INEE X AIBER X, S ERIX _E
A I A] 2 0 IR s iR AT 4 2R E R AR Z8 (T4 M4k (C40) , T4H% F Al
NEPLE, CE B P R Pk .

[0008] 7% BRI ri A2 g PR TEUAS W HY 2 2R e U N VR 1) 5 1

[0009]  Ffy idk G TR MR BT[] 43 3 2 DM Ak, LA Ul B R Jo 28 TRl B, AR I sk Ay 2 T
A AR BLGUI 2GTEK , P ik o R A a RPihs id & B 1 R OEHER

[0010] Pk 2 MTlERFHHE TS T R TR &Y BALH %o RICRE S NEES
A iZEH -SR] NEu (TTA) 3/TOPOELEu (TTA) 3/Phen
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[0011]  PprikEEE Al LA IMIEY - BREH BE Bi/h- i H & H BSA .
[0012] P it (8] 73 H 2 TR AR E [l 9100 — 1000 nm
[0013] P IRASERZF 4 M b, TZ6_ Ay Bt A& e P, CL4k Bk Pt e biis.
[0014] By igk S PR MR I 1) 20 3% 20 D't e 92 e B DA AR 55 SIS S 150 A B R AR o
[0015] A BH 5 — 5 T A JF 1 0 TR WR I 1] 73 3 26 't 4 92 2 A s fe A M A0 2% 1) ol 2%
%, BEELL T PR

(1). sk & .

O HAEMZFEAFCEA;

@ XKH_EIRARICER A RS SR 28 K

(2). A Ik il £

SR FH S PR R 1) BRI FEAB IR ) D 0K

(3. H KRR

TR A 1 R B SRR bR 00 75 X, B Je R W R PR 41 4 22 i, 98 J5 7E MR 41 4
B A PR it 43 ARG SR 7K 48 FFus i onb i 5

(4). m e

W G HUAR TE R 110 98 STk R0 S T e B %) 8 S TR SR R B2 Il VR 6 s e 31—
SE WL, W B Fus 1onb AR X s S e PSS AP e DU AR M e J » 2 I 10 A R 41 4 25 e
[RITZAICL: i B

(5). FLEEYI%.
[0016] ¥ B aRmE Ul A KR D% .
[0017]  JBR(A)F F BRI PR S A 10 — 15%AERE 3 — 10%EERE.0. 5 — 1%N,0 -
= I 2 B (BSA) ,0.1—0. 5% K K& .
[0018] B URA)FERE G R MR WK B H0.5 — 3 mg/mL, IS MIRLWE0.05 - 0.2
mg/mL; TP R AWZ0.5 — 3 mg/mL, CERPUIRZAILO0.5 — 23mg/mL; C, T M I & 1
0.5 - 1.5 pl/cm, ERWIEE N2 - 10 rl/cm.
[0019]  PER(5)H Bridk (1) BT ] FE AR IR AR B s v, 3T°C LT 12 — 167K,
[0020] AR BHEE = THIATE 7 & PRI (8] 20 H2¢ 't o 3 2T 78 A MR AR 4% 14 B2 FH
[0021] A BH AR 4R 4% AT I it 3 vk JR BRI 5 A0 0 1 38 1 BT 1O SR 5 S v =X
(1) G 3% JE A R U
[0022] A< BH (1) G A R I T) 43 % 2 D't 4 928 J = BT il AR o R BURE v, L RS 25 B PTIA 10% A5
A FU B RS 25 B AT A 15%, R[] AR 4 I« I3 « I 2% JRIBFEAS , 250 mg/dLIfL£1 & . 500
mg/dLH M =5, 10 mg/dLAHZL 2% A 4R 2% A I TE s, Jzg st 77 3% b oK 2 30 % 2
P2 7

4 &35 BA
[0023]  PIA KRR MR (1. YEREN ,2. Fusionbfi,3. MHERZTF4ERNE, 4.
WK%, 5. HINEEX ,6. FERIX,7. TZEIX,8. CZX) .

= JENSL)/ S
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[0024] 1. R4R4%%5 o il 4

1.1 FisfERm & AR y -BREA BGCO I B ER 1) ) &

(1) A RFRICHIBCGH #1145

0.1 M NaCNBH34BGG (g HPel — Freez Biological) Bt#l10 mg/mLiEW , % H
DMSO (— F 35 H B 20 Tt B Biot in—X—X-NHS (N-$2 B 3R IME W i/ 1 AE M 25, 42 777 : SIGMA,
PS5 B3295) I £16.2 mg/mL, %M1 mg BBGEEHEIIASG.4 nl Biotin—X-X-NHSHI &%
Biotin—X-X-NHSYE N ZIBCCIATR + , VR A I 2 FRAEAC T E IS « K FLE T ERR 20
RIS EYZ BB E R CE B B2 M 0.1 M Tris,0.3 M Nacl,0.005 M
EDTA-Na-2H20, pH8. 0) o & M7 56 5 , BCAVA I & 2 (K S .

[0025]  (2) >Rk badbric 8 B p i AR A I 28 e fukk

[f1] 1OmL A LA I 2 e IR R AINNG nl 20%FK) Tween—20AW 2 mg iR (1) & 15 5]
() A EAR G A S 16 ulffINaCNBHs, (25 mg/mL,0.05 M pH6. OFKIMESZE ik Fic il , FLAC
HLAD ,#M0.1 M pH6.0 MESZE SARFR 9400 nl,37 CHEGHEHE 48 ho JIA40 nlfGly AR
(75 mg/mL,0.05 M pH6. O IMESZE MR B H] , 37 CHEEYE e [ M2 h o n250 ul N,0-W =
F k5L 2, B i (200 mg/mL,0.05 M pH6. OFFIMESZE ik e D VAR - 37 C MG e )W 16 he
4°C 13000 rpmESCr30438h. 75 Fis, A1 mL pH6. OfIMESZE M Bk . FH1 mL 0.05 M
pH8 . OFFJHEPESZZ ik (0.05 M HEPES,0.3 M Nacl,0.025 M EDTA-Na-2H20,1.6% N,0— XY
= R R 2,k (BSA) ,0.1% Dextran,0.1%Tween—20,0.3745% Triton X— 405,0.01%5K K
F2,0.05 % Proclin) &% GLZIKE N0 mg/mb) .

[0026]  (3) Jid=fsk TAE R il

MR TAETEEL, SR FH0.05M pH 8. OFfJHEPESZE i K (2) r 5 VRURA e B FH N VA BEE , 0 B 5
1Fo
[0027] 1.2 KGIUAERI 2%

)10 mglIEAE B B OEIER TP I 6u1 20%H) Tween—20A 7K .2 mg 5 AR B 70 [ ik
PLJ%16 nlffJNaCNBHs (25 mg/mL,0.05 M pH6. O IMESZE by Be i, BLECEL D , #hhno.1 M
pH6.0 MESZ SAR /9400 nl,37°CREGHF 48 ho JIA40LIHIGLy AW (75 mg/mL,0.05 M
pH6 . OFIMESZE MR L 1) 5 37 “CRBEJ eSS [ M2 ho 1250 nl BSA (200 mg/mL,0.05 M pH6.0
FEIMES 22 PR B 1D 5 - 37 CHEYEHEHE SN 16 ho4°C 13000 rpmEs 030434t . 75 B, H1
mL pH6 . OfFIMESZE Mk FE-e vk . Fi1 mL 0.05 M pH8.OfJHEPESZE ¥ (0.05 M HEPES,0.3
M NaC1,0.25 M EDTA-Na—2H20,1.6% BSA,0.1% Dextran,0.1% Tween—20,0.3745% Triton
X-405,0.01%K KE % ,0.05% Proclin) £ LAWK Y10 mg/mL) .

[0028] 1.3 FYERVEMIIECE

PR G2 VI (545 20% AR 5% IEF 708 . 0. 5% BSA, 0. 2% K K57 20 K o 2 S R ARG )
TR TC 1) BSCIST 1] 43 3% D8 S TR TR G, A sk M 2 0. 2 mg/mL, A Pl 3R 2894k B2 91
mg/mL .

[0029] 1.4 F&INZE (TZR) ¥ ¥ 1 L i)

FH0.01 M PBIFVMIGENR YR E SYFBER0.5 mg/mL,
[0030] 1.5 J¥sk (C4R) W HIHC

FH0.01 M PBIE VKSR 2% A M BE/0. 5 mg/mLs
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[0031] 2. AR

2.1 E KRR

o HEP B L A A 77 3K SRR AT 4 2= B3 AL T~ [H] , Fus i onb 2 5 /K 4R4 73 i ¥4 42 T
TR AT 4 2 M5 /e A P iy, R I FE 1T A 1 IR ) SRR b
[0032] 2.2 WifK

G FEE TR TERT, CE 8 B W 1T, CEIA, C, TZRW IR & 40.8 ul/cm, fEE 1H 641
BT BRI SR I R I B 94 ul/cm.
[0033] 2.3 HtT

W 25 IR (2) gt ik R S R R R AE TR IR M A 37 C LT 16 /1N
[0034] 2.4 )%k

BERET SR KRB A mmSE FE ) 4025% , BDAS 2 & R R4t 4% .
[0035] 3. Aillfx 2% B BE K N

3.1 MEAEE BB HEAL T 5O E R0 FE T [n) , A5 A I A R A 5 7= AR 1)
RIE T A REFHERE, BEM ot E 2IE AR IE LR A E XL E 5 /TR
WG 5, B Ja A B A/ D 3 28 AT A0 B o BT IR O G IR R F - S AR S il [ A SO 28, i
DIZRN20 mW, KEF K N3T5 = 5 nmo UK OGEAL FORL G E R LT Dh3 45 mWld .
FE ks It iz 28 A0 A S35 Ol i BN PTG 3R1S K 440 = Bnmff)
[0036] 3.1 AN A FH ¥ & SN GR ) & F S 2R & sk B S B SR B3 AR i A
M, OB & H 3K 375 £ 5nmf 0L , 248 SRR G 5 5 3 2R LA Ui , 28
T AR WA ity s A A Ut A RSO O Ja P A O, TR AR PO E S R R EEH R
£, A ot B 21K 8440 £5 nmffJ6, BRGH AR IE, L A I E OB 5 i
AR NHAE T, [ HAE 5 THOR SR N A/ DR 45 2% , B J i Hh 25 T B00he B A Bl o e i
BRI E AR
[0037] 4. R4R46H0 & EAG I

4.1 ZlbriEth £

T 1] 2% 1 1 S A R AR 2% IO X HR I N A () 3R 1 S R PR i b v ity BT A AN AT ()
WEE, 43 1 90,10,30,90,270ng/mL, BEANHKEE RN E D L I N EAEGZ il (PBS, &7 1.6%
BSA, 0.1% Tween-20, BifE7AD , BEZHr1070 80 LA AXERTLEC, TEAE 5,

SEHR £ R A B WK L

2 1PN R A A i A U 5
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SPE 1S (ng/ul) 0 10 30 90 270
1 1821 12.30 853 3.721 136
2 18.93 13.08 9.07 3.67 1.59
&5 3 19.61 12.56 821 402 123
4 19.19 11.82 848 3.48 1.47
5 18.65 12.64 839 3.64 1.55
mean 18918 1248 | 8536 3706 | 144
SD 0.531 0464 | 0322 0197 | 0147
DL E R SR 50058 S 5 T I E 4 i FR v 26, % VY S B30 & 07 2 FrviE il
LR B E 2R 2,
[0038] %24 PA & s A I e v HhH 2 B g
SPEFRE S (ng/mL) 0 10 30 90 270
54 18.918 12.48 8.536 3.706 1.44

4 . 28 e

£ SRR IR X AR INAS DUAE it 39 00 _EAF 22 o, R JZ BT 1070 B LU, AXC

UL C TERAS 5 o AR5 RO (K b v ) e T B4R DA it SR PR LR L

[0039] 5. 3R4R4% 1 AE MR

D52 2R FEREAR T LOIR LN ZECV, LI &5 S L3R 3, S0 45 SRR W, 4Rk L N K 2%
FE/INF11%,
[0040]  FR3A4CHKIMAN 2=

| B (ngiml.) || mcan ES | cve

| 50 || 616 || 0337 EX;

| 100 || 343 || 0179 | 825

SR 5 12k 1) 6 (1 S P P 0 e I il AR 2 A UV Bl T TE 200 — 500 ng/mlL, RABUEAE

10 ng/mLPAR , b N A %8 FE R IR 11% A A, 4L TR) K 25 B w38 15% , n] [) B G i 2H 23 4 IffL  Ifi
V& MAEFEAS, 250 mg/dLIMLT AR 2500 mg/dLH =8, 10 mg/dLHLL 2506t A6 I TC 82
TCHE L T 3% B R 2 B % JE T L2 W i
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