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L — Bl A 1 ) R S M DR DR B L RIORE 1) 1) 4% 7 38, JURR IR AE T, AR D

1) R EFURURLEE T MES 22

2) B AT A IR S PR DUV T MES 2l

3) B LR 2) FAFHRAWSLRUMABE I 1) SAFHIR G AT RV 5

4) [ 3) R AR R I H R BRI 2% 1 RV

5) BLER HiE

6) BRAFELHE A AT FI IR T B R B I I LR

HorbB B 1) TPETIR K MES 22 0. 156% H.

2. FRIRACRELSR 1 Tl (1 S48 1T 21 e S Pk B I B AR B SLARORE () i) 2% 7732, o
IR D) FMUPER 2) rh TR MES 2201k 0. 05MpH {E 4 6 1) MES 221 .

3. MRIRACRIZLSR 1 il (1) S48 1T 21 IRe S Sk B B AR B B SLARORE (Y i) 2% 7325, o
IR 3) Pk IR NVCATE 25-40°C FIEAT 1-3 /b

A FRIEBCRIEESK 3 il () EL A0 BT 2 e S 1 B I e 4k B e SLARORE [ i) 2% 732, o
IR 3) Pk BRI RINVCATE 3T CHEAT 2 /NI

5. MRIEACRIELSR 1 il (1) S48 1T 21 e 7 Pk B BBt AR B B SLAORE () i) 2% 732, o
BB 4) BRI H R 0. IM pH A4 N 7 I H & B2 MK .

6. FRABBCRIELSK 1 Jr il () EL A0 B2 WRe S 1 DL I B 4 B SFLAORE () i) 2% 732, o
SRR 4) BT ZE N ET 0. 5-2 /N

7. WRIEACRESK 6 BTk (1) S48 1T 21 BRe 7 Pt B BB 4 ) e SFLAORE [ i) 2% 732, o
IR 4) Pk 2 R AR A T AT 1 /N

8. FRABACHIESK 1 B il () EL A A BT 2 WRe 7 1 B0 I B 4 R I FLAORE 1) i) 2% 732, o
JIT I e LIRS A2 R 28 L0 B LR o

9. FRAEBCHIE K 8 Frad () EL A A T 41 WRe 7 1 B IR BT 4 () R FLAORE 1) i) 2% 732, o
TR 5 2K SR I FLRUR R B A B a0 R A2 P A i) —Fh i B R R B R 2 V&
A e N IR

10. FRAEBCRNELR 8 il (1) 4% 50 51 Wes S M B JSL B 4 1% e L ks ) ) 2% 7 2, 3L
HH TR SR 2K 0 IR SFHLAURE B4 [ R 50-250nm.

L1, FRAEBCRE SR 1 Pk (0G0 A 50 51 e e MR SR e O 1) Je L (1 1) 2% 77323, B
Hh TR I 4 R S TP JRLBT R Ry T A R S kB R £ SRR PR BT ) R S R A
BT

12, FRIEBCRZESR 11 Pl (A 4 50 5 IR S B JRUh T oA 0 s L AIURE [ o) 46 v, B
P ITIR JY A R e BT IR BT A A A IR e DR R s B BT

13, ARAEBCRELR 1 il (00 4 A 50 50 IR S M B S e 4 %0 s L s ) ) 2% 7 %, B
HTE IR 5) FPER 6) 2 (Rl A 46 H 2 R R WE VR IR FLIURL IR A0 3R

14, FRIBBCRZESK 13 Jridk 1804 A A 2710 IR S B SR e A4 i s FLASURSE [ o) 46 v, B
R IR 5) MR 6) 2 6 H & EALAN . EDTAL BSA RS LA 100mM pHAE K 7
() H 2R G2 B ik B LR o

15, FRYBACFELSK 14 ik i) 80 4% A A 410 R S B SR e A i s LASTRSE [ o) 46 i, B
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hEP IR B) M ER 6) Z A & 0. 9% A ALHN.50mM EDTA.0. 5% BSA.0. 5% I3l 20
0. 09 % & ZAL BN 100mM pH B A 7 i H 20 B 22 MR LV I FLARIORL .

16, — P sz A MLVBRE AR T 51 B ARe S P e i 2 2 190 JR L 1 i 3 L i), LRy
HELE T, A% RLRFFN R2 RF)

FITid R1 G5 ELFE 52 by« e 391 (R e AR 5 771

TR R2 ARFEFERAE BRI B SR | 2 15 AT T T I 100 1) 4% 77 V21T 3045 () 40 B 47
5 S MBI PO 10 0 LR 8 bR e SR 1 7)o

17, ARPEACRE SR 16 BTk i @ A 35 AR 5T 51 W e P P i 2 1 PR e L 15 0 e 2
LL 2R 6, HLI A8 B 0 B R S B R R HE A

18, MRAEACRE R 17 Brad iy @ N LA AR | 41 s S P P R 2 2 R e LG o e e
bE 2 R R, 0 BT I R A A0 B e P D JRURS Y & R AT A1) AR e P B B2 PR R )
TS A2 i o

19. ARVEBCRE K 16 BTk i @ A g AR /T 20 s e PR DR & B LG i e e
Ll AR G, b i B FLAIORE A2 58 2K 0 B SR

20. FRABRBMELK 19 Bk (90 2 N MR AT 41 BRARs S e DR 2 2 (X0 I L 1 i f
Ll byl ) e, b BT IR 2R R 20 IR FLARORE R THE AT 3 B W N AL 2258 P b i — A R
VR E ORI VR RS R AN S

21 MRABEBRESK 16 Fridk (790 8 A 38R AR 5T 410 B tRe e ME BT R 2 2 00 I L 3 i o 2
LU iy 5, oAb BT e FLABORE ELARVE 4 50-250nm, R A 0. 05-0. 5% o

22, FRABAUMESK 16 Bk (0 g N LR A T 91 BRs S Pk i i 2 2 X s 9L 8 ol e 2
bR &, 3 BT I i 21 R S ME DL BT A 3T 91 R e DT R 2 ve B B AR T 41 iR
R PR B e DL

23. MRAEBCRIEL K 22 B ik iy s N MR AS T 51 BRARr S P R 2 2 1 e L 1 i o 32
LU 2R g, b P J 20 e S PR B B e A A HT A0 IR S Pk L iR B S R LA

24. FRYPEBCRE R 16 5 18 Arad (930 2 N MLIBAFEAS 5T 51 BRs S PR 2 5 (1 R L 15 i
G5 LU EGR &, 2E RS R2 RIS HE S I PR G Pl 0l ik B 3-[N, N- = (R &%)
RIL 1-2- BRI - Z 8 E P 4- (2- R LK) -1- WRERN iR - S84k
T =% PP SRS e —HCT 2% 9 A IR 3 % P H 0B 2% 1P R B2 L 22 2% o P 1 —
P, AW EEIE B 10-200mM.

25. FRAEBCREL R 16 5 18 Arads (A e A (i y8AE AC | 471 e S P e DR 2 s 1 e L i
G 3% LRG0 &, S0P R1L R2 FIRSHE S I B B 7 40l e 0. 1-5 % iR Ve [ 9 4
M35 8 0. 5-1 % W B 0 [l 1 S04 B0 . 2-50mM 1] EDTA.0. 11 % 3k J& i [l g iy —20 F1
1-10 %6 3 B i Bl i T — R — Pl 2 Folr

26. MRYRBCRE R 16 57 18 P (1 e A (s34 A | 271 e S Pk e R 2 o 1 e L i
G 3% LA &, o R1L R2 TR St A (9 BT I 77 JE3 5023 3%k 1B 2B AU AT o 25 Ty A
LHETRERAIR RN i —Fh, A VR EIE B 0. 02% —0. 1%,

27. MRYRBORELR 16 B 18 il (i e A i y80A% AC T 471 e e Pk e iR 2 o 1 e L i
G335 LE R T £, Hh TR R EERI % B PEG-4000. PEG-6000+ PEG-8000. PEG-10000 - 7ij 5
Bl T—40 ] SR T-70 FIT SR T-500 iy — b, A8 VR FESE I B 1-10%

3



CN 102901810 B W OF OE Kk P 3/3 T

28. FRARBUMESK 16 Frak (90 8 N MR AT 51 BRARE S Pk 0 iR 2 2 ) s 9L 1 i e
bbby &, FE S A K -

R1 :0. 9% S 4L4N.3% PEG-6000.0. 5% BSA.50mM EDTA.0. 09 % & & ALEN AT 50mM pH &
k7.2 i) HEPES ZE1HV

R2 :0. 25 % Rif 51 WA 5 P B IR U AR B 9 38 28 L@ S FLBURE L 100mM pH {EA 7 1 HF 2
FRZE PP 0. 9% SUAL N 0. 5% BSA.50mMEDTA.0. 5% I35 20 F1 0. 09 % & & 4k4h, H i prk
FEOR O R FLMURL ATk 100nm

B4 s S e R v o IR 2 58 0044102345, 90ng/mL [ BT 470 e S ek i
0. 9% E AL 1% BSA.50mM EDTA.0. 1% & & ALEHFT 50mM pH {4 7. 2 (1) HEPES 22 .
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B A A TR F IR R B FLAR R B & A R
PSA B FL185E RIZ LL RN =

B

[0001] Ak WIS T — Fh El A i 41 Btk 7 MBI CPSAD B A (1 Ji FLRORE IR 1 2% 73
LI BRI e L it 77 32000 52 N LA A i PSA 35 8 AR G o AR BT AR 1 456 7 12 BAUR
AT G e T I PR B 2 R M i 4

E=HEA

[0002]  FIH) IR B PR (Prostate specific antigen, PSA) & pT 4 IR b 2 40 e &
BT RGP, RGN By 2. E LANEAD 60 SEARR, R 5T G S ik i R
H Hare 55 N R IR, 7607 I IR EAE W & H —Fhr 73 K24 34000 [FORERE S M 22 AU
1979 4 AT H IR R P 32 BT aifk T X PR A . T iX R O SR AR AT S IR 2R b A7
1E, Bl air 24 4 A0 5 s e R PR o

[0003]  PSA{EIMIE F FEA M MAEEE R P i 5 B 1) PSACE-PSA), £ 5 IfiLiE PSA &
WAZI) 10%-30%, F3—FiES o 1- PiEEE R (ACT) 45511 PSA (PSA-ACT) 15 a2-F
BRET I (AMG) &5 19 PSA (PSA-AMG), £ 7 1L PSA SR FE ) 70%-90%. 7E 7T 41 e B 2 1
Mg, t-PSA I £-PSA YA T . PSA BATSLLS B Fe 0k, B 470 ises A 3 I3 b PSA R JE
B 2 T =7, BT DALY PSA (00 e 4% B BT A YA S Wian &) e ) E e AR S . S IRUR e
40-75% 2Z [8], 91 J5 AT IE 75-95%, R e 0T Hi 40 B 14002 W R s A e ) oA — 5 B R Y
Ho

[0004] % T PSA ¥y 5E EAT I 73 A1, H A A58 B D G0 52 W B 23 M7 CELTSAD | JRUR #0952 43 7
(RIADFIA A2 OG5 3% 43 BT (CLTAD o ELTSA #/E ISR R 2%, B B FE FEA, A5y 7 , 52 mm)
K288 2, B3t B S PR AR B M S i sl AR AN e R IR R I 2SRk o RTA A2 "°1 S5 St 1tk
TG E AR, A V£ Ay, WA B T TR RS U 5 S RO MR R 0 A, AN RE KR
17, M2 &5 RAFEE , [N 25 SCI0 AR N s >k 1 IR A 35 o CLIA BOARER & 1 Al 1)
S RE A B AR T, HIE 75 2 B D I A B B A7 S I S A, A7 A0 A W I ) RS N ok
PN

[0005]  JE S8 07 BT e i LU VR I (PETTA) AR R A IS FL s A 52 MR 0 it b ok vy
()P AR TR P I AH S Bz i V2, W] LK 2 Ml B IS B R YD RS 43 72 B SR AT RS i 1)
EE e, B ek 2 Ny BIIGRSER = A . 5 CLIA BiARAM L, PETTA A 2L ms
TN TP R FAARAS I B A o AT, PSA 1 i s I 0 M7 75 B A v 1) R, — A PETTA iR
IR XEIR B[R] CLIA HAAH R RS, 75 E%F PETTA H AR iodh ke 1A B8 =il PSA R
B ET.

[0006] 75 i L 3G 5 e 2 B ViR A S DR BT AR 5 IFLAH &5 G A i) 25 ) h S B 2L (1)
IR, T AW B AR A AT I . 2R AR I PR B AR S R FLAR T AL A
SR B PR BB A BRAE RS FL b o HH A 2R AT R Y 2 A28 ok it B LR N I (7]
8K, PURBBUARRITE TR B K. BT L, W B By — b S S SR AN BRI K 7. )
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BRI PRVA A SE B 00O T S LS Sk AT L 3R i/ 2 2 1) AT AR S R i
ST AR B BB FLAR D, I — Bl VR O, B R 7 By RIORE R T ok, 20
R B HaGRARE MEZE . WY B APT IR (B i B2 GBS 5 1 v, W) R A8 RE e fe
R TEARGT ol FIXAH IR B T B 2 3 B0 — 22 B W B B ALk L, BE— 253200 T Bl
(TR R IS 150 DL, 59K 5 B S R AT 0 i (sl (A [ JB LR 1) 1 9% 7%

RZIPAR

[0007]  HRHE A BH 19— J7 10, ¥ B — PR A 1 21 BRs S PE BT (PSAD U4 (1) I LUk
(R 4% 7%, JORFEAE T, A AP IR

[0008] 1) WIS T MES Sl

[0009] 2 ¥ PSA FLiA¥s T MES 2

[0010] 3D ¥ P ER 2) SRIFHNE WL RUIMAZIE IR 1 SRS HRE- W 3T RV

[0011] 4D [P 58 3) W R NAR R F NN H 2 BR e i 2% 1B Y.

[0012]  5) BEbhZdedi By

[0013]  6) FRAFEHEA PSA HUAIK I FLTR .

[0014]  7EAK BRI Sk 7 2orb, 238 1P MES 80P &8 Hl. 7E4 & B —
et 7 A, PR 1D R MES SPGB BN 0..01% &2 0. 5% I H . fE— A HEAK
RS it 77 A, S 0. 15% R H

[0015]  FEACK B — AN HAR R St 77 Ay, 20 88 1D FEPER 20 o Bk (1) MES 22 04
0. 05M MES 223 pH6

[0016]  EANJ BH I — 285 77 20 rp, 2008 3D ik I S NV A E 25-40°C R HEAT 1-3 /i
TEA R B — A B AR SE it 7 Crh, 2038 3D ik it N 2 7E 37°C R fAT 2 /i o

[0017]  TEA R B — AN HAR St 7 X, 23R 4D Frid i H 28R Mk 0. IM ¥ H 2
MRS MR pHT .

[0018]  FEAK BIR—Lesjl 7 b, DI O PR 2B B ELT 0. 5-2 /M. 2B W
1) 5 RIS TR) AT DA AR G2 R o, W] LB BN R DU AE D 40 T - AT, DUARIE VR
H AT, PRI FE T DL AR SRR A LR BER e o IR, 7EAC K I — A HAk
[Pyt 7y 2, AP IR 4) Pk 28 1k R NV AEREFE A T AT 1/

[0019]  7EAS I BH [ — L85t 77 X, BT ik e LR 72 8 2K S IR FLIORL . fLidt b, BT ik
TR O SRR R B 18 B W R AL AR P i — P A PR 2 VRRPRIE RIE VR R
VLS VRIS . FEARR B — A BRI St 77 2, BT I LR A T R JE S 1 1) R
R IR FLRR o e, FE R CAR R FLBIURE B4R YE A 50-250nm.

[0020]  7EA % B ) — e 52 it 75 20, ik PSA Hi4A Sk PSA £ 50 [ Hi /R 8 PSA B4 TL R BT
1, P, BITIR PSA Uik A PSA Bsg ik, fLitHs, BTk PSA B Fi R Hiikn] LLUE L & WL
SCHRHRIE 1 7772 AR HAN PR T 28 SR H2 R, 384T 5 B0 AT LU 2K S St A 1R i, 481 4
Hytest. Fitzgerald . FEAAKBHE— A EARR S 77 b, BTk PSA B vt i 2 i
HRAT 78 A OB A )25 1

[0021]  FEA R B —Le sz 77 A, R0 38 5) TP IR 6) ik v] DAL KE A H 2 B 2%
MR PEGR I FLRUR 2 B DU, Prid H 2 IR 22 P A & 0. 9% SUAL 4. 50mM EDTA.

6
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0. 5%BSA.0. 5% 3 20.0. 09% S ZALAM KT 100mM H 24 BRZZ MR pHT

[0022]  ARYEAIBH I 55— J7 11, A% B —p H T30 A My A PSA 2 & I FL
J B A H R R B, HORRAEAE T, A0 46 RL IR FUFN R2 RF) s ik RL R HEZE Mg Fa
SE TR AR BRI B ) s ik R2 GRS AR Fadl il 25 T7 5 3RS B4 PSA HiAR I
FLUBURT « 2 M A e 7RI B S 3 o

[0023]  7EAS & B I St 77 b, 3R i v LA FR RS M o A B M, AV 5 Hh PSAL 2%
IR B RN 7 J R4 %

[0024]  FEANJ B IR — 2855t 7y b, BEFLAORE S J8 K L@ IR FLIORE o Pideth, ik SR 28 &
A5 LR 2 B MG 16 B A0 AL 2R AT A () — B B PRI R R Ok RS VU 0 L R B VT
JHE2E SR 2

[0025]  7EAN Jx B — 20t 7 A, eFL0R B4R [ 24 50-250nm, W4 0. 05-0. 5%.
FEA R B B —A BAR S 77 A, LR 4% 24 100nm, fz 2% R2 A5+ PSA B g P iA G
B (R 58 2R LRI FURTORIIR B2 A 0. 25%.

[0026]  7EA K B —Les2 it 7 P, TR PSA FLik Ky PSA £ 78 [ HTAASR PSA B s & Bk,
[0027]  FEA KB —AMRIE B SE 77 b, BTk PSA Hidk oy PSA B e BEHifA . Judkt, B
& PSA B g [ BT AR T] DL I WL SCERIRIE 11 752 M 3RS 5 B0 ] LA SIS RS A1 7
U1 Hytest. Fitzgerald 5. FEA R B —A BARP S 7 X, Bk PSA $ st ko2
TR I AT R AN B H AR A 1. AT BRI PSA B 0 B HTAR 19 50 BE 1 R AL 0 W, BN S50 B
RUFN &4 TR PSA 2488 S

[0028] 18I FENF & e i IS INJCALER VAR B0 £ 1 BURI BT B R i RL 5. S
TR 25 PR 2 R e Y pH YEREIAE 7-9 2 [8), T LB SRR 2R, A3k HEPES H &
B\ Tris 5, 5ILAGE AR L, BLAT G20 B8 00 5t S A P v S AR 0 1) AR A 3 2 e A e 7 1
P

[0020] Al bk, 7E A & B ) — 28 5t 7 A, IRl 2 bk B 3-[N, N- ZGR 43 &
B ]-2- BRENEER - 28R 4- (2- R OFD-1- IRIEN SRR - S8 A8 2R
R PEEE TR HCl P WL £h 2% PR H 2 R % 1 RN L B 2 S B — R
PRAPLL b, AT A L B 10-200mM, At HEPES 7E4 5 (1) pH i [l N 2 i1 e 0 58, BRI SEAR
& HEPES, Hoyfk B 3 Bl 24 10-100mM, pH i [F 4 7-8.,

[0030]  FEA & BHI—2L s 7 0, i Ik B 0. 1-5% WA a1 4R G A& A
0. 5—1% 3 J& 1 [l it U4k B 2-50mM (1 EDTALO. 1—19% 3 J& 10 [l iRy 3 —20 . 1-10% ¥4 P55 31 [l 1)
P =B A DL o ARIEHE, A e AR TG B EE 8, 29K 0. 1-1%. AR
4 0. 7-0. 9%, S FAIKEA 0. 05-0. 1%,

[0031]  7EAS i B — 2o st )7 2, Bk B B )3t B S AU iR R B A SR AR
it B A i — AP e AP DL b, AR EEE B 0. 02%-0. 1%,

[0032]  7EA % BH I — e sz it 77 =K, TR R BE R B PEG-4000. PEG-6000+ PEG-8000.
PEG—-10000 . % 58 ¥ T—40 %] 20 T-70 % B8 T-500 {1 —Fh, {8 FIR B VERIZE H 1-10%.
Prik i, (e &ERIZE+E PEG-6000, A] LLINPR Gee 5o NI L, S A il i [, L2k B2 2R 2-6%.
[0033]  id ik 7 4 5 % PV S I PSA WKL 43 il 2 0.4.10.23.45.90ng/mL il /E 2 fiA%
Y, AR SR R G R e ) D R pH Y FEIAE 7-9 2 JA), ] DL B B 28 b i, ARk

7
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HEPES. HZ IR\ Tris &, 5 HAWGE G AR L, BAT 92 B8 J) 5 AR oy S AR A 1 AR 4 3 1
M NG Horh HEPES 7R 28 ) pH o [ A 22 mrie ) o, BRLH BE R 6 HEPES, Hoyk A2 §i [
A 10-200mM, pH YuFEh 7-8. H A& i 1 g FARE R 2R I B a Ry 0. 1-1%,
B A S B R B B E AN IR B A 0. 05-0. 1%, & A 2 BT a0 2 — e VY 2Rk i
k1 5-50mM,

[0034] [, 75 A% & B IK)— A~ AR St 7 e, I ALV A PSA 5 B 1R s L 1 i
G35 L AR &, e W N A A -

[0035]  R1 :0. 9% Z4L4 . 3%PEG-6000.0. 5%BSA.50mM EDTA.0. 09% & & 4k %.50mM HEPES
% pHT. 2

[0036]  R2 :PSA HLAAALAY K A LI IR FLTRE 0. 25%- 100mM [#) H 2 FRZZ M pHT . 0. 9% 5
A4.0. 5%BSAL50mM EDTA.0. 5% I3 20.,0. 09% S AL, Forb B 58 28 20 IR LBk 15 4%
4 100nm

[0037] K #E 5« Wk 4 B A 0.4.10.23.45.90ng/mL ¥ PSAL0. 9% 50 4K 44 1%BSA. 50mM
EDTA.O0. 1% S & 4k44.50mM HEPES 2% pHT. 2.

[0038] AU BHIE T IUAL KA A PSA P44 B FLRURL IR il 28 J7 VBT AT I FLMORE , 745
SE I NAR Z P R A BB R VT B i IHURE  BERE A2 T4 YOG RE VI A4k 43 BT X
I 21, 380 W E SR S R AR R I R RESRIEAT PSA 58 B4 . AR BRI g £k T PSA
ST DU 1 R AR T B SR AR I )8, W CAT 2 4T R A

[0030]  Hi&W &, 4 T SEEL Bk B ), AR BEREURHOART; %02 e it 75, A
5 W PE R LS 0, S LA &, A LR o Haln, el e i VR 8 R2 00 s RVARE S kA
R AN AT DAL &, A2 e MR 2 38 BAR AR T B AKEEE, mT LAV AR B 11 52
37 PSA PUIA 5 B FUNURL R I ()R8 A L 45 G R0, INTIHR & 1 S MRy S N RS, T U0t
AN B2 & T BRI 25, BRI R A

[0040]  ARBHIMEIAR T R SIA AL, AN RE A

[0041] 1) BefE N AE BB EAL A BTy b A I A P

[0042] 2 A WRE S PR 5, B4 [R] IS4G I 125 28RN 45 & 20 B 4 IR e R PR, 545 Kk
T RAIR m AR

[0043] 3 A R ABURE R 1 2 H At 1 75 m AR I FH A 2% R OGS IR & (R 5 K F, BRI
il i77 SVASER SR

Mt = 152 AR
[0044] B 1. AR BH ATl 2% R TN o 5 4 27 Rk 6 T 1R R A I i R A AS IR AR G E

BAEILHEAR

[0045] " [ A kT IR A PR i PR SE 2P R RH A R B, AR SIUEE RN A FL FEAS
T B R BRE A 15 DG T, AT AXEAS A B AR 127 22 45 24, I A X0t 7 AN AR & B 8
[0046] T IR SIS 75 2 B AY A B SEES AT RL A et g 1 B 5 2] 25 Sy MRS L 2 W] 3R E
[0047]  Gnojethe Ui B, B ZF Ul B 5, “%” FRonE &R / AR E

[0048] Lt
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[0049]  SZjifs) 1 4% PSA B Ta BEHLAK

[0050] %M Sensabaugh 2%, 1990, J. Urology 144, 1523 FriR, M AKS W I 2% 73 85 A\ PSA.
T 72 B TR)TR) R, 0> BURH AE RASCRIBL e FI RGO 25 w g A PSA AT 4 RIS Hfiz
TEf G — IRTEST a4 A H 5 F A 35 149 /) BRI JBLIAE 7 25 ) 9k E2 40 B 5 i 16 8 40 i % SP2/
0-Agl4 il o 43 WAERXT PSA [RHTAA IR 2 A8 83 40 i it ELTSA J7vEifi AT %8 . AL £
PR X PSA AN[RIZRAL BRI 22 AT I8 o SR, SRR AlAb AT I PR B v B P A4, FafEAT 3R A7 50
Mo ZRALTHTING, AT IS T 3R 0 55 & AR FOR (SPROII AV AT BIAcore. il 40 g%
TV L3, s EPUARE R 2 s 2E0 - AN —Fe- BUikim &5 4 B E Wik as il & i, 18
TN PSA LR -5 A I B 5 B B 1K 5 4 R 5 o 58 vT LUASE A P AE 1) BIA VPR 81F, 5T
6] B [1) A+B=AB P SR IEAT 73 B, A3 BN A PTAR W] LIRS % B 12 W AR B 3 B0 AT e . 2R
Jii » BRI Y BT AR A T DU 25 A B R2 3R

[0051]  SEjitifhl] 2 « il ¢ R1 K55

[0052]  7E 50mM pH7. 2 [¥) HEPES 2% it & P, o I & AL 84 0. 9%, PEG-60003%- BSAOQ. 5%,
EDTAS0mM. B A A4 0. 09%, Bi ke h R1RF.

[0053]  SEJitifh] 3 « il 4% PSA B

[0054]  {E 50mM pH7. 2 (¥ HEPES £2 i =, N 3K B 43 511 0.4.10.23.45.90ng/mL [f]
PSA, S AN INEALEN 0. 9% BSA1%. EDTAS0mM. &AL 5M 0. 1%, BEREI 5] 4 PSA £ sk b
[0055]  Sjitifhl] 4 -l ¢ R2 157

[0056] 1. SRHAIFEIE M)A T A RAT R2 3KF

[0057]  F4% 100nm [ 58 2K Z4 i PV T GRFE 10%)  (GR T A sl 2 25451, T A Merck)
0. 5mL, A 4. 5mL f] 0. 05M MES ZZ 73 (pH6. 0), 44 0. 5mg PSA .77 [ H 114 H 5mL0. 05M MES
2R CpH6. OOMRE 5 , LRI B FIRBCFLES I R, 78 37°C MY 2 /N o B J5 TN 1mL0. 1M
(1 H 2 PR 2 (pHT. 0 $iiht 1h SR b M, B0 Z 4 13, A 20mL100mM () H 2 B 2% i
R (pH7. 0OPEV 3 4%, 100mM [ H 2 BRZE M & A 0. 9% EALHT.50mM EDTA.0. 5%BSA0. 5%
I3 20.0. 09% B EAL N, F o 7 UL RIRE 20mL A H- S MR 28 bl 23 B FL 1 (0 IR L B VR0,
R2 AF, B¢ R2 35 PSA B 5 BB 19 3R 2K UG IR FLIURIAR FE 4 0. 25%.

[0058] 2. RHAIEAL G I EEAS I 7 A3k R2 15

[0059]  EL4% 100nm [1) 58 2 &4 e FLVA T GRFE 10%)  (GGR 11 A Tl R 25451, T B Merck)
0. 5mL, I 4. 5mL (1] 0. 05M MES 22 M (pH6. 0), 775 0. 15% H i1, % 0. 5mg PSA # 5o [
PR A 5mL0. 05M MES 2 /3 (pH6. 0O ke JiT , s BIIN A I B iR FLE W+, 78 37°C OB 2
NI o F SN 1mL0. WM H R BB ZE i (pHT. 0) Bk 1h SRk N, B0 2 b i,
20mL100mM 1) H 2 B2 22 iR (pHT7. 0 ¥E¥: 3 IR, 100mM 1) H 2R G rf i &8 0. 9% Sk
50mM EDTA.O. 5%BSA.0. 5% i 20.0. 09% & & ALHN, e fo 7 LARIFE 20mL 1K) H 2 BR G2 i 7
B FL A R LRI O R2 IRF, B 28 R2 AR PSA B 70 B HL AR B0 4 (1) 3R 25 20 B L
Rk B 0. 25%,

[0060]  SLjiifd] 5 :PSA 5 E ik HEA Il

[oo61] 1. A& A -

[0062]  LLHAZ 7180 AAk 4 HrA A 0 2 it 570nm, B 56 M A RL A7) 150 1 L, 37°C
N30 #2 J5 N PSA Kk 3 1 L, F M. 60 #2J5 Ii AN R2 3511 50 w L, g A2 10 72,70 5
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CN 102901810 B i BB 6/8 7T

(RIS B (ALVA2), TR GBS 25 A A=A2-AL, B8 T2 2 K, S U 2 vl
TR CREZEAE A A I HAARR, KRR B REARKR , E “ W B — WO R 22 (87 R v i 2k,
ERRF AL A, [RIVEAIN 2 FEAS TR B 258 AR N A HE 28, BV e] TH B Rr U R AR PSA 145
Ho

[0063] 2. AN[FEIFAHAZE Ty XA R2 52 7 LUK -

[0064] [ 5. 1 HASIN J7 2, LLALIUAL Ja A B A2 1K U7 2R 38 ()40 BEAS I Ty K 3RAT 1)
R2 TS W v ot 25 o R P T 2 S5, WM P AR A K 3R B BT 3R A5 14 R2 A7) BB 43 3 5 1
[ REBER I PERE . IR 1 iR

[0065] 3% 1 ANREIEEATEE 7 IR0 R2 I % 7

psA vy | LI B B U 1 ) 5 A2 AR
T IMBIR2MOLEE | B RO |
Ong/mL 12 3
[0066] 4ng/mL 208 37
10ng/mL 412 154
23ng/mL 854 357
45ng/mL 1688 668
90ng/mL 3645 1353

[0067] 3. AHFEANEE AN
[oo68]  LLA-ZH #h /KB A MLIE LA, BUHIH B 73 0 1.2.4.8ng/mL HIFEAS, H] E3& PSA
RI. PSA R2 il PSA G HE S AR &, 5 A AR LR R OGRFIE IR E L AL, A 2
) [T EA 2 T SR A, SR UL AR S 0oy 52 I3 P PSA ZKSF- B —F PSA S04k
i P s~ ) B A A, F 55—k PSA BRFTARICHY WE BRI bR 10 . 7E RNV IS A
PSA [y brdE it SR L5 A bricd), W8 E i RO B A A B i —PSA B — IY g BEbrid bt
KIS EW, 7848 PE5 5 NN SEALTR (H,0,) F11 NaOH f B M ER S , T+ 3-10 43 %y i o ok
S, HR PR ARV i 2 R PT S HRE S A PSA 998 2, A 0 A 6o P A B PSA 34 FE (¥ 18 ity
TFE o AR BRFE B 1 TR R 7052 10 YK, YRR PSA 47 B REAK TN (145 5 2250,
5 A AR RN S L 45 RN R 2 F1 3 BoR -

[0069] 3K 2 A Jx BRI & AR EFE AN B 2 M

Ing/mL | 2ng/mL |4ng/mL |8ng/mL
1.02 214 4.01 8.12
1.08 2.18 4.02 8.18
1.04 214 411 8.07
1.14 2.09 4.07 8.09
1.05 2.04 4.08 8.08
1.02 2.16 4.04 8.10
1.17 2.05 3.98 8.12
1.09 225 4.05 8.04

[0070]

RIQA|I NN W] —
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7/8 T

CN 102901810 B i M P

9 1.12 2.18 4.02 8.08

10 1.07 2.12 4.07 8.09
[0071] P-4 | 1.08 2.14 4.05 8.10

SD 0.05077 [0.06364 |0.03866 |0.03743

CvV 4.7% 3.0% 1.0% 0.5%
[0072] & 3A ARG ROGIEGHE AR A AR B A 1

Ing/mL |2ng/mL |4ng/mL | 8ng/mL

1 1.18 2.12 4.03 8.08

2 1.09 2.09 4.01 8.07

3 1.02 2.13 4.07 8.12

4 1.15 2.08 4.12 8.04

S 1.07 2.01 4.08 8.07
0073] 6 1.01 2.07 4.01 8.05

7 1.08 2.14 4.03 8.02

8 1.14 2.21 4.08 8.03

9 1.15 2.17 4.09 8.05

10 1.08 2.03 411 8.11

FEME [ 1.10 2.11 4.12 8.04

SD 0.05697 [0.06151 |0.04029 |0.03273

CV 5.2% 2.9% 1.0% 0.4% -
[0074] M L3 2 F11 3 A LLAE H, AR BAA S AR A AR I RS A AR A

2R IR INIRTN G A 2, 153 T [A] CLIA i ARAH R R, Re s 2 Ik A2 Wi v
4. A G AR G B R S A
FH 2B PR R K P ) — 52 U B I 45 & 78 PSA FEAS (ACT-PSA FlI AMG-PSA) FI13i5 55 % PSA

[0075]
[0076]

FEA, UL AT RE S PSA A T4 60 B bt IR B, = A5 ACT AMG, A6 45 H 22 B A
R BT 2 BE A MERR ARSI 21 &5 5 PSA A 5 Y PSA, IF HANS 5221 ACT AT AMG 1F48. DL

R AP
[0077]

R A ARG R
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CN 102901810 B i BB 8/8 I
R A AR WRE B R K
(ng/mL)
7 B9 PSA /% (4ng/mL) 4.08
WS PSA WE (10ng/mL) | 10.12
W7 B PSA W% (40ng/mL) | 40.05
PSA-ACT & (4ng/mL)  |4.03
PSA-ACT % (10ng/mL) |10.08
PSA-ACT # /% (40ng/mL) |40.17
[0078] PSA-AMG #f&¢ (4ng/mL) | 4.11
PSA-AMG /¥ (10ng/mL) |10.33
PSA-AMG ¥ (40ng/mL) |40.22
ACT & (4ng/mL) 0.05
ACT # & (10ng/mL) 0.00
ACT %% (40ng/mL) 0.04
AMG # )& (4ng/mL) 0.09
AMG ¥ (10ng/mL) 0.12
AMG # ¥ (40ng/mL) 0.13
[0079] 5. ARG 5405 R 6T A I I PRAE A IR AH DG 1 EL A

[0080]

A BRI G 5 A 2w (A 2 A A n & oxt 56 BAE A A i BEAT A0, A

I AL 1, DAL 2R e IR SR AR PSA G5 SROGREAR DR, LAAR e BRI S s il
145 SR O AR BRAE [V 5087 B TTFE N Y=0. 997X-0. 0128, AR AR AL r=0. 9903, L1 Ge it
FALIRGT R, AR B I R 5 R 6 T VRS I i PR ASE AR AR S 1 R A5 09 A2 T AR

2L IV
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