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L —Fh T LSRR R ZH R 405, AR/ T & LBk ekl
(UCP) — “E 45y UKL A 45 G A sl 5 S IR R B R 2 VR T 16

2. BURIEESK 1 Prd () 592 EATIRARA  SLRREAE 00 M IR 4y il B2 41 4 22 o

3. BURIESR 1 ik i fe s E ATl dl4c, Horb irid il ai4c 0 d6— 405, ik 4 5e A
TIREFL &5 A S AR SRR

4. BURVEESR 3 il it S i JE AR 4R 4%, A J8 o i i e £L, o AR 0 o S N B
b BB DO T 20 A L b PR 0 s R B 45y s 2% R FR /R B R T IR K Y
iR o

5. WUREESR 1-4 AF— TR 1 0 5 E AR 4K 4%, Jorb Tk AR 7y 132 B AFP $i44 . CRP
PUAR S E T T CIN-T Bk Iash ik BNP HT4AR N 3t AT AR IR AN IE N-pro—BNP Hiik . Eh R wait
R RS ) Bk, ShEe sk 5o 2 U ehu ik T8 B 28 9 B HOV i LB 85 A 28 Flu-A
PLiR CHFR PR BUARBE L E ALY MPO FiiAk

6. — Pl A AR SR 1-4 AF— IR 1) Ho 35 J2 AT IR 4R 4% 1R T v, FLrp e ) 2% 45 6 2Bk
SRR RS, rid g &Rk 4 5B E LTI,

7. BUREESK 6 FTd i) 5%, Sorb Bl il 25 45 & Bl a5 G B A K i R AL 46

a) F UCP— M) F B il 0 - 57 BiE

b) I a) SRR UCP- A4 0 TUUEW H I UCP fRAF3 WHT IR 5

) [ b) LA R UCP- B4 43 F BB I NG T

d) o) SIAF RN UCP- AW 5 TR N T e 4 &

e) FIIBL AT -80°C T, TUEHT ] 0. 5 /N, HAET 2 /N

8. BURIEESK 6 B 7 Jrid (1) 752, Ferh ik UCP {RAZE A pHT. 2 ¥ 0. 15M [T BR 2% VK »
A 2wt % BSA R 0. 05wt % NaN;, T RT3 4 pH7. 2 187 0. 16M (R BE IR ZZ IR, ¥ 4. 2wt %
BSAL5. 6wt % ZHEFI 1. 5wt % H &R .

9. — PR T B RO AR St B M PR &, LR IEAE TR RERCREE K 1-4 T
— TR I ) H 2 AR AR A% o

10. BURIEESR 9 Pk i Fnl &, b ik Sz JE A iR 404 h 2B 53 -1 B AFP Bk
CRPHLIR WIS ER [ T CIN-T Huik ik Ik BNP H0 44 N it 57 44 i 44 )& N-pro—BNP L4 | Eh 2 72
S CERKE ) Prik. TR e 2 EUPTIR TU I 28 3 55 HOV B Ji L 5 A 28 Flu-A
Uik CRFR T PUR PR FIBE L S AL Pl MPO Fi A
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—MRERTRELTEREE~H&
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[0001] A BT J T — R G e R AR 404 bl & 07 VR S & A I iR 4R i A & B
PRI AR B P BRI BRI e R Mk 48 4%, KT TR ik S i
JENTIR RS B 27 53, DL AL P i S S RN T IR AR 4 B N Bl . AR BIE B 1 1
M ERA P IREA P B TR R G B2 8 < C b e A H e R A il i 4 S LR e

R

[0002] A [E L HE 200410034104, 0 Hrid#k T — M Ak B R OJEHEL (UCP) 1495
UL R N A B E A Bt i) S 5 IR AT i 4R 4k o

[0003]  HAR bAE R OCAREEA R | A e 1 i T S M v R TR e A U v
2 AT ILAEVE A A bR id B T N R S (HE R AR — R Ak
(1) b ot e EAT IR A0R] LS IR R AE A, IR R AE T IR 2 T 3 ROGE R % )2
PR AR A% Joidkii et A A 4R AL 7 L sk e | LR Fii 200410034104, 0 i
iR, PIFE UPT ( E# & 64K, Up—Converting Phosphor Technology) PRIgEiR4% I 2% /7 vk
WA RS A R TR R R BT k. BT UCP ki 5 5 A1 5, SEULT45 6 35 5
BYAR R O, HE PV RS 2 AR, B R R (OV) KT 156% . TR R CV EHH TR
F&E , AL HEAL Py FAEE R A2 e R Al (53 7000065 N T4t ARG 1t R R TRDRS 7 B2 ) 5 OV B/ N K 25 i
s ARG 2 BRI CV AR —RROR TR IR E BFR AR OV EH— K T m & B A, B
DL PR 5 PR A2 4 s IR S AR 22 AR , SR S8 53 0 s AR ) SO AR HEZE s, LA R
FERECV, HEERERKER 10-20 k. HE—HAKEENE, LA NREE ; 14
H A Il RAR 2 AR S M2 Wi R B A 30 S ) WS/ T124-1999 Hr-A 35X 77 i iR il A o 55
THERIHIE o — I PR G2 il AL Y FIHE ) CV IV IZ < 16% .

[0004] D= B S 56 = 6 A AR AR I IS, BT 3247 M 3 280E i, — B A R b A Ak
— R IN o PR I o oG 3 R e A1) A SR T V2 XS BRI A PE RE 2R
—Aro FIN g R RN, R B RIS . BRI SRR H R A R Ek %
EE T 3 ROGERR B e E AT IR dt 4% .

[0005] HftdH (a -Fetoprotein, AFP) 4& 1956 4F Bergstrandh 1 Czar 7E AJG LIS
ORI — e — VR RN ER SR B, A2 R 5B 35 2 R SRR TR LA DR B 3
Ji6 LB AFP K FE B &1, WA 1-10mg/ml, {HAE H AR J iIs R B, A2 5 2 4 H R JRE AFP 1]
IR, 3 LF 58 g ysg A s apra . TS AR R4k (PHO) BOMRE R
IR AR A4, T0 %6 LA b 1) A8 s ok I 40 e s N SIS e AFP & & i RN AR —
ST JpRg L BE R I AFP KPR, W SR AU . XIS P ARP B i RSN T CLA A
ran R DX A DR R BRI RIS W, (R ] DLV s P 1046 57 28 R A0 W 10 o

[o006]  C- MW (CRP) 225 SUER E LML NV 8 [, 764 Pl Stk 20T A 2R 840
o U ZE LT ARG TR T B 0 S 58 AR Jia B/ N IR T =, FR A s K 2 e i
UFE I, SORGEFE 2 15, HoT S e S G A AT 2 IEAH O . O O 8 e vl F T 48 i fH
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TR G S, — R AR RAE, C- W R KPR iy et kg C- e T
RHBIEF o

[0007] SRR C— Je A 1A IR P L 2 A6 1 e [l PN AR P T v S A o I 000 8 A
IS R PRI A 5%, w] LA UG O IIUESE A E A AR ] BERE o JEEAR C— S MR 1 o i I
BRI I TS AU BN R b AT AR ST RE PR A 00 i A R R R A
[0008]  AFP AT CRP #{52 H WL POCT #rill 4 br . NI EH ARSI 0 M BRI & AFP
CRP PRg S I G 958 J2 Ak AR 4 2 IR 55 DRtz il (POCT) ASUskAT e RS FH A {EL, (B N
FEH L (CV) WA R T 15 % A REd A R A A /5 22 o DRI B HAT Rl LU T POCT A
R B, BT BB ROGHEOR I it AFP K CRP PRISURY I 5 2 J2 A iR 4% Ak &

ZIAAE

[0000] & T yu ik FIRIRA BRI, AR R — R R T B ROGHE AR R
SR TUE A5 B 45 G B G R TBCR ) S g% SR TR AR Ak, BARS 2 R B AR S R A
CV < 15% [HI%F £

[0010] 7 & BH (¥ 3 4% 4% 2 A I JR B2 R ok — R 40 R B i 55 i 4k, b 3 R e M R
UCP (Up—Converting Phosphor, UCP) vk v] 54 Mvh M4y TAE 45 &, B H UPT A4k fkds,
X AE AT R P d R S S O A TR DX (R A 5 s ) 1) UCP kg AT 4
R 3, IR A B UPT PR 2 A 56 3R 4 SRS f o s B0E P o

[o011]  HAdHh, A% BERAL T — A2k F B H R e R B Sz EFrlai s, HFrEE +
BH LEEBR B (UCP) - LE 5 TR 45 & S A YRR R LTI,

[0012]  E—AMILIE RSt 77 28, BT fo g5 2 AT 4R 4 1A 20 BT TS A B PR 4T 4 32 i
[0013]  {E5 — MM SEHE T R, Ak i 44 A — 4055, FTid4h5E ARG nAEfL. 4
SANRE UL Sde7R s O, Wik 2B Jrs.

[0014] 7B 55— MMRIERISEHE 77 b, @ i e InAE AL, B AR s InBIAE o b 5 R
S T N 20 B JE b RS Iy R sy s 2 i s o R Y TR 8 B 26 SRR
7, WK 2B Frm o

[0015]  7E 57— ML RIS 77 &, i 424004y 73 B AFP HL4R. CRP Uik IS &1 1
CTN-T LA i #h Ik BNP HLA4 N i 5T AR i Ik N-pro-BNP Hifk . shiR wiACHE % CEEIKS ) $i
I ERIR K v %2 ELHZ B T AT 28909 B HOV BT i 55 A ) Flu-A BLik. ZRFR LR
PUARRIBE L SR MPO BLik. fRikh, Brid LBk h sht.

[0016] AR BHIGHR AL T —Fhifil & Bk iz JE MR AR Sk 10 7, Horp A i) & 25 & sl 4 &
VIR AR IR, TR 25 & Bl g SRR E LTI,

[0017]  fE—AMILIERISEHIE T 2, BT BT i ) 46 45 & sl 4 G B S8 [ i PR AL 4
[0018] &) ¥4 UCP— A4/ + Byl 00 3F 57 1

[0019]  b) 1] &) HERAF RN UCP- A4 73 F UTIEW M UCP {RAF, RATIRS 5

[0020]  ¢) [f] b) $HIRIE I UCP- £ 4 T BVl o I N VATV

[0021]  d) % c) HEBIEFIN UCP- £ 5y B b in T3 41 4 &

[0022] o) MGBLIELTLET —80°C T, TUARRT[H] 0. 5 /N, ELAURT 2 /N o
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[0023]  E— ML R SLHE 77 &, TR UCP {RAF ¥ pHT. 2 19 0. 15M R R 2% i, &
A 2wt % BSA 1 0. 05wt % NaN3, Frik ¥4 VA pH7. 2 1] 0. 16M (BRI, & A 4. 2wt %
BSAL5. 6wt % ZHEFI 1. 5wt % H &R .

[0024]  AREHIGHRGE T —FPE T B R JEH AR St 2 M PUd N &, A A R B
IR EATIR A

[0025]  {E—AMLIERY S &, i a ik 4t A& A 7 1k B AFP HLRCRP $i
RS A T CIN-T FifR Ak BNP HTAA N i a7 PR B89 K N-pro-BNP Hiik . ThIR mi it hr
% CHE RS ) Pk, B ERSE w2 BT TN B 2895 B HOV BT Siiskons 25 A 2B Flu-A Bt
K. LR THUEUARREE AL RS MPO BLik. Rk, BTk iR yiikyy ki,

[0026]  7E— NSt 7y b, AR BHERAL T — P &A Bk AFP-UPT PR IdAs I 4o % J2 4 1857
IR &

[0027] 755 — AL e, AR AL T —Fp A FIR CRP-UPT PRuidiAs I Sz )2 Hr ik
2% HIRF £ o

[0028] AR EH SR T DAIAERETE AR B RO S e 2 AT IR AR ARl 21 RS 2 FE AR, 28 7 &
£y OVt R IR, Sk T B3 ROGIE S IR TR ARA P A A R Al L S el . A
13 ¥ ROk A R TR 4R AT LN IR

R ] 152 BF

[0020] &l 1 AP NIE TR UCP F=A b3 Rk 72

[0030] & 2 4 BRI A AR e BH VR T b e e o iz e A W B 922 J2E BT R AR 4% S R BT IR
AT SR B . A 28 A 1 I RESR R 2 N B3 TR 4 IR 5
RETEARAT 6 24 UCP S559)7 kil T 8.8 sy C 4. B 2B 1 9 A InFEfL10 4
GERHRRE O AR SR RE .

[0031] W& 3 A XU VERTAR V57 22 0 o

[0032] ] 4 D kTR RIA T2 45 1) S 5 J2 BT AR 4% T 28 S A L

[0033] & 5 AU B AFP-UPT 51 & % AFP g S v it e MR I 45 21 .

[0034] [ 6 A& B AFP-UPT _I= 6 2 e 7 65 F ARP B Ak 22 56 e 23 5 e o
AFP I RFEAR LR -

[0035]  [&] 7 Ak B CRP-UPT 17 &%) CRP J& S b i I A I 45 3

[0036] ] 8 S A A& B CRP-UPT 2% 2 S AS aR 70)  FH 92 Bb ey DL v 52 CRP 3R 5] 2z )
7€ CRP IR PRFEA L

BAXHEA

[0037] "I A St B — D U A R BH o B AZ R AR Y 2, AR BH 1) SE e 2 T U R A
R BRI AN 2 X A A B AR B il o RR A AR % BH 1) SO0 A e B EA T () B AR e #1814 e A 2
SRR VEH

[0038] S 1 «FE T bA e AR AR G B TR 4R 4% i) 4% i 7 o SR 2R R
RV (22 3] B FEX OV i se )

[0039]  A) XfHUHETVERET R AR (Ul 3 fios )
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[0040] VR 455 H A& (UCP FURER I B B RRED G AR A BR A =), B 4T 4 47 4k
FIERIH Millipore A 7w EEER RN KRG SE 3 Bl S br EMRHEA R AR, BE R
WS F RN A sl A R A 7

[0041] &) K 50ml UCP #ic4% (UCP—A443 1) &, BA 12000rpm £F 4°C R B0 30min,
Fr ke RIS

[0042]  b) 7E UCP YTiE€H A sml IERAFI (pH = 7.2 19 0. 15M BEFRZZ ML, 5 2wt %
BSA 1 0. 05wt % NaN,) , AT IR

[0043]  ¢) O 45ml [T (pH = 7.2 1) 0. 15M BERRZE ML, & 4. 2wt % BSA.5. 6wt %
W EERERD 1 swt % HEA ) ;

[0044]  d) ¥ UCP ARiCH) BT % 12. 5ml/cem” I T HEIELF4E L

[0045] o) WGBLIEETHEAE -80C R, FiliZ 0. 5h s LA T 2h 5

[0046] ) EBYPIHLTYE, BERLR

[0047]  HtHVEHl S AR TR

[0048] &) ~ d) : HHETEERW G SAHA,

[0049]  ¢) BFBIHETYELE 3T°C RIS T AT 2 /M,

[0050] ) ERBYPIHELTYE, R

[0051]  B) WAPAF= iR G (C N R CRP 46 Rk 6k EHTR a4 ) 37 CV i
XL

[0052]  H /AR I35 25— 40, B Bl vk 46 R 4R 400 i, () — 3 i v FH APk 4K
58500 10 R THE 10 RIS 25 R AR 5 R AL (CV) o g5 R 4 3k 1 FIER 2 PR

[0053] K 1 mEREMIEIES R (BAL :ng/ml)

[0054]
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[0057] &5 AT L, ¥R i 46 1 S B SR sl AR 4 00 2 5 RN A2 e AR 8 (CV) B T
A R IRAR%

[0058]  SEif) 2 :AFP-UPT 4 [ M i 4% 45 O Ji B KSR AR T T2 & AFP-UPT i |2
Brik gt (i 75 v

[0050]  ZIRARAE I S B AFP-UPT PRZES IR 48 4 R H UG SO o SR SR AT 7 15 i Bk
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WEFHPRREASE. R LINEKX (T) FEsEP P IRE A S5, X (©) A
Fhikd TG, 455 B UCP Fikibrid i — PP b E A BPl. RNV FEA S
PBRPLIA RV 255, 78 T KB L P e A ik - FlivEAHUR -UCP drid Pt F s A di
RS54, UCP URLAELLA M GIBUR T R AT WO, A G s 2 S5 A b F IR 2 9K Bk
. Bk 2B ZE R REA, 76 C XASTEACEDUR -UCP FRic bt F iR S B P ik
ZE5W.

[0060]  Frid 22 vk Tkl 4 Ik T AR ROGTEEOR K AFP-UPT #u % ZE M40 4% (i FR
AFP-UPT iR 4845 ) Ak A BIFR il b b AL A AEMHEAR ARl &, w5 8 265, g H
1) AFP BRfi i iz A w] &, wwiE S 3B11,

[0061]  RHVRTIETTEA ™ AFP-UPT iz Z AR 4R 4% BT FH i 4 B il ——UCP- 44 7
- IR R VR [R) IN R O 45 A B BV T 9 AL 43 W R M B 2 23 8 DA 1873 41 1 pH
= 7.2 [ 0. 15M BEBRZE I, 7 4. 2wt % BSA.5. 6wt %6 U BB 1. 5wt % H 2%

[0062] (1) B 4% - ¥ AFP FR450 3B11 # BE 2] 2meg/ml, /E K0 I 47 T 2 A0 4% ¥, 5 == Bt bl
186 (AL st M A H AR A 7 H &, 7= g5 YL031) Rk F 2mg/ml, 18 Ky s C £l
W o I WAL, PRSI T 20 B BORT pdas il C 2ot o BN IR T i 22 B b o e,
R 3RA5 B e b PR gl i 4% .

[0063]  (2) FEALEIARIHIE a4 (LS EME ARG R AT Hopk 1. 5em K X2mm
B AR R R

[0064]  (3)UCP #ric it « AN & (1) UCP brid S oe B difs (BRI UCP- 94+ ) 2
DL BT, PRUT -

[0065] &) FREX 10mg UCP ik & T4+

[0066] b) O 10ml pH= 7.2 [ 0. I5M BEME SZ 11 ;

[0067]  ¢) |i] UCP ki Bty A i 0. bmg AFP 8451 2G5, HitFEid 1K

[0068]  d) LA 12000rpm £ 4°C N B0 30min, Ffk HIEH ;

[0069] ) UCP YTiE#H A 10ml pH = 7.2 [ 0. 15M BEERZE M, "KFT IR 5

[0070]  £) LA 12000rpm #F 4°C N &L 30min, Fik HIEH ;

[0071]  g) 7] UCP YT3EMH AN 10ml P (pH = 7. 2 1) 0. 15M B R 22 1 i, & 2wt %
BSA) , IRFTVRAT 5

[0072]  h) ¥ L3k UCP By {5 NHETEIE A, Hidk 1h

[0073] i) A 12000rpm #£ 4°C N &L 30min, F&k FIEH ;

[0074]  J)UCP YTIEW T A 10ml fRAF¥H (pH = 7. 2 ] 0. 15M B IRZZ 11, &5 2wt % BSA
F10. 05wt % NaN,) , FTIRS) 5

[0075]  (4) ¥RT4562mHl#%

[0076] &) % 50ml UCP #ric4)& ik, 12000rpm, 4°C, B> 30min, 57 135 ;

[0077]  b) UCP YLIEW N Bml I LRAFH (pH = 7. 20. 15M B IR 22 1P, 7 2wt % BSA,
0. 05wt % NaN,) , T TRA] ;

[0078]  ¢) A 45ml VRV (pH = 7. 2 (1] 0. 16M BEPRSM, 7 4. 2wt % BSAL5. 6wt %
W B L bwt % H2 R ) 5

[0079]  d) ¥ UCP ARic) BTy 12. 5ml/cem’ i T HEIE 4T 4E L

9
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[0080] ) WFIZIEAT4EN —80°C, Fili% 0. 5h ;

[0081] ) FLAFVAT 2h;

[0082]  (5) HBUZE A IR T S G HEBI AL 1em TERT K45

[0083]  (6) ZrHTHEMIHA% 4 NC I (SRJW A Millipore 247 ) Wi+ PVC AR b, 2R )5 7k
W T 2 sy C 2R W EALRIZ o

[0084]  (7) HZHRANS IR AHPR 2T 4 Z i WK 4K 25 A 3 FE i I B ek (BRI Bk
(A AT R PVC AR ) b, YDk 4. Omm 38 (94K 5%

[0085]  (8) &KL~ o 4. Omm T FIALRA BN BRI R Fe T, 55 FWRR B35, KK
[oo86]  SZjfEfsl 3. KTk 7 VA4 1 AFP-UPT i3 & I 4L -

[0087]  1.SEJtf 2 il £ 16y AFP-UPT e E AT i 4t 4%

[0088] 2 FEAFIRER

[0089]  3.FESLE

[0090] 4. A FH Uit B+

[0091]  Jrik AFP-UPT 1257 & P I FE AW B M 4L Al T «pH = 7.2 [ 0. 16M B R 22 iR »
S 1% v/vTween 20,

[0092]  SEZjifh] 4 « A< B ) AFP-UPT 2576 it J3 f 6 )

[0093]  SFFH A % BHAR A R 0 B BG 85 11 AFP [ b 56 R e vb e A & T e & A &
AP R

[0094]  a. TR AT G 58 ¥ b S48 U6 BH 45,

[0095]  b. MGFFIIFEARMNAEAFIEE P, 90 5 FF HAP 2 %0 (20°C -30°C ) .

[0096]  c. BFRACAE T T FEAFm L, B 40 n 1 Mg s FEA NS UPT Sz E M
RACHIIMEESL, AN 100 v 1 #B, [FIN FFaG I

[0097]  d. JE 15min J&, B UPT A=4% e wHR 48 4 AT 3 0 7 o

[0098]  e. UPT AWML IES Rl 45 5, Y BN PR ER IR EE, RAERINERALA mg/Lo
[0099] A WlFEHE -

[0100] 1) YEEAMME <SR AR SR v o 5 AH Y R B 1 B RS M CORVE T [ 25 5 A2 )
il RS T ) RN EAT 23 B e, FHOSON B (B 38 A1) ) BRI A G, SRR 47
- RV IMEA R E AT (VRS ), DU SR At o R 3500 G e e ot I e e
FRY VR 1 B AE B R S e M S A o D2 45 R N DA B » BRI S e v o 1
M AE 0. 900 ~ 1. 100 T [F 4

[0101]  2) KE25 AL BEMLAMEL 20 Ak dlsc, ARl —14n AFP BRI SR IMTE CRIE T %E
95302 BB ) f& vt PR E P RIFATE R WS . TR ARRRIE g5 R, K E AR 2
(SD) A7 R HL CVo LN REL (CV) NAGE T 15%.

[o102]  HLARRGIN T VEME

[0103]  a. BHIRLCLE TR S AR RE A7 22 298 (20 ~ 25°C ),
[0104]  b. PFRIFIRAES MR TS, Bl g 4 iU E 7F 2 g i L.
[0105]  c. fEIR4CEANT BE RAFINFEA K T .

[0106] d. HL 501 1 FEA, In A InkEFL T,
[0107] CECTO T FREH I InEE LA

10
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[o108]  f. EIRJHCE 15 438,

[0100] g {E_EFAROUHRIEI M CT I N ZHER IS RIS H, BTN E

[0110]  h. I ALPE 55 AFP 5 &2 T S BC B 1 B8 RO S e oy i A TR )
BE. WWETE IR X AB0RF T/C{E (TEST £k /CONTROL Rk LUAE ) Zead vh S A 2R
A R

[0111]  3) Kyl RELST AR AFP Frvfe AR e 45 38, A7) & Rkl R 855 < Bng/
ml .

[0112]  J5E 20 4> Ong/ml AL, VHEFIJERBTHESE, L (CEIME +2 fbrviEZ ) fEbRuE
2 BT R RE A RABUE

[0113] 3% 3 REBUEA IER

[0114]

0ng/ml | 0.177 | 0.167 | 0.243 | 0.177 | 0.262 | 0.180 | 0.170 | 0.248 | 0.214 | 0.211

0.231 | 0.221 | 0.268 | 0.165 | 0.207 | 0.270 | 0.214 | 0.265 | 0.161 | 0.274
FHE 0.216 REE 0.040 | T3 +2 434 RE 0.296

[0115] & 4 REFFERINZ: R

¥ iR & AFP 47K & RBE
[0116] Sng/ml | 20ng/ml | 100ng/ml | 400ng/ml | 1000ng/ml
0.357 0.526 1.083 2.442 4.267 2.23ng/ml

[0117]  4) Rk 5 AMEREE HSA) JEMPUR (CEA) Jo 2548 R
[o118]  JM5E 200mg/ml KINIMIE FEFH (HSA) T 200ng/ml R FRGTEL (CEA) o FEARUE 1
2k b5 HSA AT CEA TR IR 73 54 0. 44ng/ml A1 0. 59ng/ml (3K 5.6)

[0119] 3 5 15 BSA il CEA A8 X W Ay i &5 5
[0120]

T &G AFP AR AFE | RER

ZG HSA | /& CEA

Ong/ml | Sng/ml | 20ng/ml | 100ng/ml | 400ng/ml | 1000ng/ml | 200mg/ml | 200ng/ml

0.195 0327 | 0.547 1.105 2.265 4.144 0.225 0.231
[0121] 3K 6 HHeWm s X v
[0122]

A X R WHE (ng/ml) 24T AFP(ng/ml)

HSA 2% 10° <5.0

CEA 200 <5.0

[0123] Al &E 5 .
11
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[0124]  A) MERAMEARTIN S5 R

[0125]  [E S bndfE f 0 2 B A [ 25 5 A2 1 kS 52 BT, A Sng/ml 520ng/ml 5100ng/ml ;
400ng/ml ;1000ng/ml ;&5 LUk 5 K 7 fior

[o126] 2K 7 HEMAMERTIN ) &5 R

[0127]

PR & Fri{E T/C (A
Ong/m1 0. 045 0. 005ng/ml
5ng/ml 0. 365 5. 2ng/ml
20ng/ml 0. 547 21ng/ml
100ng/m1 1. 102 99ng/ml
400ng/ml 2. 265 405ng/ml
1000ng/m1 4,165 991ng/ml

[0128]  B) k525 FERINEE S OB Bk 20ng/m1.400ng/m1 FRIFRUE F 0 A & B (#) AFP-UPT
G JEHTIRACS T, B PR R R AE A4 10 U, 0 SRR RASINE AR 5 T H RS 25 1 Cv
= SD/ FEME %

[0120] 3K 8 Kf%5 FE Rl &5 R

[0130]
AFP 1 2 3 4 5 6 7 8 9 10 SEE SD o
20ng/ 19. 86ng/
19.75 19. 49 19.20 20. 00 19.19 19.94 20. 88 20. 46 20.97 18.71 0.75 | 3.76%
ml ml
400ng/ 404. 85ng
384.57 | 427.72 405.10 | 409.48 | 387.61| 422.80 404.87| 392.60| 411.88| 401.91 14.08| 3.48%
ml /ml

[0131] SR 5 Ak BH AFP-UPT 57 & A1 AFP Ha Ak 24 & e 0 3 il ) S i PEBEXT EL -
[0132]  HUAS & BH AFP-UPT 5 & A 2 G 2 v 1) AFP HiAk 284k 2% R SR S AT T 8T Lok
TSL5 o

[0133]  SRHAI G it ER PR B 55 0t 90 2 S (i B AR ASBEAT X LA I <120 43 O 50 J5UR 1k e
SRR A, 50 G A (i e MLV , 100 2 1 28, R bR A2 24 AFP BHIEAR A S5 3R 9 K K]
6.

[0134] 3K 9 FEA[RIFRA A HE 2R LR

12
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FRpEg (FRMERLA))

1 25
oo 75 K ;2 ZFP-UPT X H fg& Z j: 1:
[0135] N X - = %'] ﬁ
zo YR AALRT R FARAT 120  120(100%) 120(100 %)
50 R EA 50  0(0%) 0(0%)
100 4 AF £ 100  98(98%) 98(98%)

[0136]  Z5 KB, IX 2 P VEE R R WA % 57, RIA KR B AFP-UPT 71 & 5 2 IR A 7
) AFP AR 27 A0 27 SOl B 15 i) 2 IR Pk R il , I 2 5 o

[0137]  SEjiAs] 6 :CRP-UPT %28 AT IR ARA% 1 J5 2 SR FH R 125 7 15 1l 46 CRP-UPT % 2 J%
IRz JiOpaRrR

[0138]  CRP-UPT 432 J2 BT iR 4K 4% SR FH ST AR J& 00 S 8% J B U7 15 58 A DA i CRP 57
o AT B IX (T) 4%t CRP BPi, JifE X (C) A EPi 16, 558 1
UCP SR AR IC IR 75— BR BT CRP FRPT. SN HTFE S CRP S RRPUIAR R N 45 45 76 T KB it
CRP $ifA —CRP HL R —UCP Arid IPL CRP FLik B A4, UCP PURLAELLAM IR T K5 ] WOt
RECHI5RE SHEES A CRP IR FE R IELL . TEIRFE S 2 A7 4E —CRP, 1E C X AR TE Rl E
P —UCP Fric BT CRP LA Z 54

[0139] PR Tyl & T b4 R 6L CRP-UPT %% EHTA 44 (f&IFK CRP-UPT iX
4% ) PRk Hbrid s pUA AR A AR A= B, wlE 'S 308, Al K CRP Hihith
ZA T, SRS 37 MR AL 73 UL A 2R spH = 7. 2 19 0. 15M R 2%
VR, 5 4. 2wt % BSALS. 6wt YA 1. 5wt % H &= R

[o140] (1) B4k K CRP 541 3D7 #4 B 2| 2mg/ml, 7E A A5 77 T 6 W 4% W, 4 FE Pt
IgG (b A AEMHE AR AR HE, 77w 's YL031) BRI 2mg/ml, V54 sy C Lot
o A IS, FAS I AT T SR idsat C i g BN ER AT 4 R Lo it
HPSJeA3 B s b DR R Al R 5%

[0141]  (2) FEAER IS BB er 4 ( B SRR ARA R AT ) &k 1. 5em K X2mm
B A A A T R

[0142]  (3)UCP #ric Bt AR F &b 8 UCP brid s so s hifk (B ucP- W4+ ) 2 H
PN BZIRGRAT, LR -

[0143]  a) FREX 10mg UCP Jiki'E T-HEMM

[0144]  b) AN 10ml pH = 7. 2 [#] 0. 15M BEERZE MW

[0145]  ¢) |i] UCP ki Bty i 0. bmg CRP B4 3C8, HiHE LK ;

[0146]  d) LA 12000rpm 7 4°C F B0 30min, Ffk FIEW ;

[0147] ) & UCP YLig¥h i 10ml pH = 7.2 ) 0. 15M BERR 2% /i, WRET VR AT 5

[0148]  £) LA 12000rpm 7 4°C N B0 30min, Ffk HIEWH ;

13
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[0149]  g) [ UCP JTIEMH AN 10ml Ef P (pH = 7. 2 119 0. 15M B R 2% 1 8, & 2wt %
BSA) , IRFT VAT 5

[0150]  h) ¥ UCP Bty R NHETE A, ik 1h

[0151] i) BA 12000rpm #£ 4°C N B0 30min, Ffk FIEWH ;

[0152]  J)UCP YLy M A 10ml fRA7¥ (pH = 7. 2 ¥ 0. 15M BEPRZZ 1, & 2wt % BSA
F10. 05wt % NaN,) , RITIRS) ;

[0153]  (4) ¥HRT-&5 & #MHl#%

[0154] &) #% 50ml UCP #ricZ)e:imii, LA 12000rpm £F 4°C R &0 30min, F2: FIEW ;
[0155]  b) [ UCP YTiE€H A dml IERAFI (pH = 7.2 19 0. 15M BEFRZZ ML, 5 2wt %
BSA F1 0. 05wt % NaN,) , "RFTIRS] ;

[0156]  c) AN 45ml HIFHREVR ;

[0157]  d) ¥ UCP dric B iliiid% 12. 5ml/cm’ I T B34 4 L

[0158]  e) W BEIELT 4l —80°C, Fili%: 0. 5h ;

[0159] ) HA¥4T 2h;

[0160]  (5) #BYZ A AT IS GHEBI K Lem BET K4

[0161]  (6) Z3 Ml as < NC i (R B %5 g 2w ) Wi T PVC i b, 285 kil s 1
2 s C R R ALRIZL .

[0162]  (7) AHAGIRANSS s KKK AR 2T 4 22 i W /K AR &5 6 B R Il 38 G 31 Sl b, D
4. Omm B (4K 5% .

[0163]  (8) ZLIHELR 44 4. Omm 35 FAACA R BIHRL-RIK e, 55 BB F5, K.
[o164]  SZjfifsl] 7. SRR TVE AR P11 CRP-UPT 57 & I 4Lk -

[o165] 1. SEjifs] 8 Hifil#% (1) AFP-UPT #ufiz JZ ik 4k sc

[0166] 2. FEAFLEM

[0167] 3. FEMLE

[o168] 4. ffFFH UL

[0169] BTk CRP-UPT il & MIFE ARG B AL  :pH = 7. 2 ¥ 0. 15M B PR 22 ML,
EH 1% Tween 20,

[0170]  SEjffsl] 8. A& B CRP-UPT 57 & (1) 5 & Aar il

01711 R TEVE4E 7= 1) CRP-UPT 57 & i3 D IR 2 -

[0172]  a. 7RI AT 58 ¥ P A8 U6 45,

[0173]  b. WEFFIAEAR AAEAF ST P, 4 5 3F HAPE R %0 (20°C -30°C ) .

[0174]  c. HUHFEME, BN 990 v | FEARFRER . WA I / M 2RARA, B8 A
10w 1 FEA IS A bR AL, I 150 1A, 1 EFERE EES .

[0175]  d. ¥R E T PREA P I b, B 100 1 1 B4R A AR R it I 42 UPT % 2
MR AR IAEAL, RN FFER T

[0176] . JWE 15min Ji&, FIF] UPT A=A4% e pHR 48 4 AT A3 0 7 o

[0177]  f. UPT L)AL IES Bon il s 25 L, Y B IR B IR IE . RAERINERALA mg/Lo
[0178] 1) WEAAME <R ARG G v o S R o R 1) [ o bt iy (R IR 10 [l [ R A ) 2
PRUERFAE I 50T, NIBSC) [H] B HEAT 23 052, FSUG ( BRI E3E 21 ) Ses i A

14
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H BERAE - RV A R E R EPAT (A ), LB BRbral & oA B 100 Gk v
it TIN5 94 P B R PR 1 DA B R X A v it R0t o I 5 B N A 6 LA R, B
TR A HE T R AR 0.900 ~ 1. 100 JE[H N .

[0179] A4 R -

[0180]  [EIBRARAES K H NIBSC, 4 0. 5mg/L ;2mg/L ;5mg/L ;20mg/L ;150mg/L ;45 5 Wi
7 K 10 PR

[0181] & 10 MERGITEAS I 45 R

B AR & A SRS
WHAERESE | BAET/C | ARYE T/C A
0 mg/L 0.075 0.066 /
01821 0.5 mg/L 0.401 0.388 0.46mg/L
2 mg/L 0.707 0.692 1.86 mg/L
S mg/L 1.108 1.114 5.42 mg/L
20 mg/L 1.975 1.974 18.7 mg/L
150 mg/L 5.345 5.279 149 mg/L

[0183]  2) K52 % BEALAMEL 20 A4k, F IR — 43 CRP JSuds iiyd (RS T 22 25 302
BBt ) %t P ERE D IRIAT E RN . R RRINE 4R, K IE AR ZE (SD) AN
TR FRE OV, HAEFFRE (CV) NAET 15%.,

[o184]  BELARAGIN 75 iEUWIE -

[0185]  a. RrislaR ok R S A I REAST-T 22 5500 (20 ~ 25°C ),
[0186]  b. HRITIAARSHIAR A0, KR AR S TH B AR P Bk i L.
[0187]  c. fEIAARSAI T EE EAFIBEAIS S .

[o188]  d. HUHAAE ML, RFEIIAN 990 u 1 FEARRER . WA IMTE / MIRARA, B A
10w 1 FRAS s R A A AR A, B I 1510 1 FEA, $11 B AR 4T

[0189]  e. XA E T T4 P T L, B 100 1 1 AR UF (R REASASE 5 D 22 UPT Sz J2
PR AR e FL, R TR LT

[0190]  f. =IRHCE 15 08h.

[0191]  g. & BEE RIS HT P Nz A4k 1 240, AT E .

[0192]  h. FRALIE 5 CRP & &N E S E RN B ROCRR I (A TR IR D)
o D& S 13 B ¥ T/C{H (TEST £& /CONTROL £& [k B2 LUl ) Zeid 1 545 B 19K
FEAH SR A b4 b

[0193]  FEZEEERINGE S U Bl 2mg/ L 50mg /L [FIATVE 5 BN A %% BH [ CRP-UPT #1322
PR 484, BEASPRUE SR TR ZE ST 10 YK, 0 SERRORINAE SR J5 RS 25 B CV (CV =
SD/ FHIMEY ) o

[0194] 3% 11 K525 FEAGIN 25 3

[0195]

15
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CRP 1 2 3 4 5 6 7 8 9 10 THE SD cv
2mg/L 2.00 2.16 2.15 1.91 2.05 1.89 1.99 1.92 1.95 2.12 2.01mg/L 0.10 5.03%
50mg/L 53.03 49.63 49.51| 48.03 50. 69 48.94| 50.82 52.07 47.28 50.54| 50.05mg/L 1.75 3.50%

[0196]  3) AU KB ARYE CRP s v it A B Wl 7 45 3L, AT & B R I R A /b T
0. 5mg/L,

[0197]  5E 20 A Omg/L s, vHE-PIGERIbRHEZ, UL (CPIIE +2 f5hniEZE ) 7EbruE 2k
O R PR T A R

[0198] 3 12 REBEAINEE

[0199]

0 mg/L 0.037 0.084 | 0.089 | 0.041 | 0.041 | 0.045 | 0.058 | 0.051 | 0.058 | 0.041

0.100 | 0.088 | 0.095 | 0.037 | 0.089 | 0.053 | 0.097 | 0.084 | 0.098 | 0.053
F34E 0.067 X 0.024 | FHE+24E4 4L 0.115

[0200] % 13 REBEA I 45 R

CRP R &

[0201] | 0.5Smg/L | 2mg/L | Smg/L | 20mg/L | 100mg/L
0.389 0.738 1.056 2.022 5.058 0.009mg/L
[0202]  4) HpSeth - HAMIGEA&EE HSA) JHLL R T BE T M.

[0203]  ll5E 200mg/ml I AIMIE A #EH (HSA) M 50mg/L FIIHLLE . fEARE M2 b iH 55

HSA I LLZ AT B 73 591 4 0. 11mg/L F1 0. 09mg/L (3 14.15) .
[0204] 3% 14 5 BSA FIHBLLZ A8 XU A I 45 51

RBE

C-Rf%#A (CRP) BA& Abm#EdE | et
&¥& HSA
[0205]
Omg/L 0.5mg/L | 2mg/L Smg/L 20mg/L | 150mg/L | 200mg/ml | 50mg/L
0.064 0.375 0.715 1.039 2.273 4.822 0.218 0.210
[0206] 3% 15 5 H MR A S N 208
[0207]
AL X W H 24T CRP (mg/L)
HSA 200mg/m1 < 0.5
EEARE 50mg/L <0.5

[0208]  SEZHEfd] 9. A% BHIK CRP-UPT &7 & %o 1l R AT A IR I 23 7

[0209] 73S FHAS A& B I¥) CRP=UPT 5571 & Al F0 92 bl vk vk DL 5 2 CRP 350 &R I 90 43 1A,

MAFERIE T A A E R . 45 5132 0H1% CRP-UPT iR 35 &k 45 B 5 1 v 80 CRP 3R 1) &l
16
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