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L — s SR L b Rg A SS BT I 15-3 (CAL5-3) FRITEE 9358 2 HT R 40 4% , JLRRAE
T AR R AR FAR A B AAE 2mm HRS S E0 4% 8 L 454 T CAL5-3 HLAk ML ik
OFE SR ORGSR G A R 8 15 7 W SR T T 2 2B s R iR AR A%, B A B B B B
A CA15-3 HUARIIEINZ: T FTEEL Co

2. MRAEBURIE SR 1 1152 BRI % 1 CA15-3 (KRG ME S8 E MR 4R 4 ) % 7 v, HUAS A
TET Pl () Bk M i) 2 22 48 FH 0. 02mM, pHT. 0-7. 6 K] PBS, 43 7l ¥t CA15-3 Bk Bk LL &
P PR RN 0. 5-2. Omg/m1 W, 4 FH & BV 2 5 43 4 — 35 LL 0. 5-1. Ocm [¥[H] &
WS EN TR PR AT 4E 2 b, )5 TR AR R 10 4385 T 25-35CHET 8 /NI, I AT
FEHF

3. AR BRI SR 1052 SR I CAL5-3 [ M S 08 R MR AR 4 ) 4% 7 v, HUAAE
TET TR R SRE 42 1) 4% 2 396 FH 4%k 100—-300nm F 76 DGURZE St , A58 FH B — S fige S 1
Wi 77 20F CAL5-3 Hidk b5 MRV IR 45 , 44 1) & L (R RERIURE AW FH 78 B ke B DA 25-50 1 1/
cm IR BHR TR |

4. ARPEBCRE SR 1 SR M CAL5-3 WG ME S E TR gt &, HUSFAE T
T R it B2 28 T A PR TIUA B ) 4T 4 3R I, BT A S A PR &5 1% -5 %
MR R0, 1% —1% [ 3 SIREE LA K 0. 01-0. 2% 3 —20 17 0. 02M, pH7. 0-7. 6 [{I IR h
e o

5. MRIEAUHFE SR 2 By I 4 S (1) 1l % 07 152 - AR 2P K CALS=3 BLiARG B A
0. bmg/ml, HL LI —HiARE R Img/ml, A & EWEEERECE DL 1w 1/em & & LLO. 6em [
i) T B A R AT 4 22 i b, SR T 30 085 T HIW R 10 73805 T 25-35C Ut T
8 /NI, AT B A4 o

6. MRIEBRIEIK 3 Frad RO S () ) 45 7 325, FURFEAE TR LR AP IR .

R & 0.1% Tween—20 [1J 50mmo1, pH4. 5-5. 0 [FIEH FRHH 2% i VR YE SR RERURL, I AN Tk
TV HERBE TR B A KR EE A 20mmo ], FAR N L /NI, 780 BRI REURE S I\
CALG-3 Jrifi L S HIPUR LA 5 ¢ LTCEERLEL ), EIRR MY 3 /I, I 5H 0. 5% BSA
[¥) 0. 02M, pH7. 0-7. 6 [¥] PBS =i 35 1A 30 438, YEidBEMORL, A8 5 1% PVP, 1% Casein,
0.5% Tween—20,5 % FEHE 1] 50mmo 1, pHS. 2-9. 0 [KIFNEE{RAF L2, B HEER: , 4 CARAT %
Ho

7. MRYEBORE K 3 BT i RO (R ER T7 1A 6 i) 45 S PR RO A FH a8 i e 25 2 DA
501 1/cm (R IYAIWER T BEFE AT 4 b, 5T 5 N T3 7 4 .
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—FhE SN MR P EPE A X R 15-3 Mt RE RN
RRFRFI&HZE

AR
[0001] A% B Jeg T+ 6= 2 A o A0S, 5 ) 2 B — bl s A M It v+ R AR OGP 15-3
o S5 SR AT AR ok Kl # T7s

R

[0002] 1984 4 Hilkens % M SR D5 BKIEE L B 28 (1 MAM=6 il js 14 /0> 588 e 8 i 1
(115-DB) 1984 4 Kufu 55 H JH- 467 T B fie 40 M S il e 5 v B Ak (DF-3) o CA15-3 & —Ffrl
HRIEAH KPR, B SR A, 7 P it 400kD. FLUARE B35 A CA15-3 FHi, (HAEFLIRIE 11
W HABSUR M B, B A M LR BH 28 m] 1A 80 % o CA15-3 W] LAAE My JR k& MEFL e 1 4 Bh iz
Wit b, ] DAE T ARG R TS, 1 0 R 52 8% B0 4a b o SLe PRI, it L e o
S e S TR e« N SIS0 R R T S A AN R R R P . TR S i
It LR O S S AR 2 e PR s » BT 2 — AR T 10% .

[0003]  HETHIIMAEH CA15-3 WIS Wi AR = B A4S U S 0 (RTA) , BEEX S5 0 #r
(ELISA) 2= 655 53 At (CLIA) IR R) 43 2 D't G e 23 B SR AR < # 58 JE AT 56 07 V%, (HIX
LOTTVRERA 5 B IRE SUAS R TR SR S I R LA T B 542, P R 5 R LU v, 28
PEJERER 58, ok m 2 B VR B, FENHS, HSUR AR i) S XA - A fe 5, JF Has A4
IEEV5 4, H AT OB A 77 7 T AR . BLISA FIAk 28 5 LA I T8) 73 3 2¢ i2: SR PR 2K
8L, 2 PR Ay o 2% ORI 2R e P DX T RABURE g A %2 5%, B AT 4S53R B 34k RHE
&8 EAIN, (R AEAET VAR 45 22 5 K, Se M R e 78 S ik i, (RIS, B3 ARAS I B AT e
[ S0 KT Fr 2B T, AN 8 4% B o, FF HANIE A 5 A A A /N A I, RORBR 1 7 &A1
TEFEJZBE BE 2 T N o A4 R B T A < S JE As A CA15-3, PR, {48, 52 A
PR, AR R e HRESEIF 8 &, HBETR7R — AN RMEVa [, TGy sE IR i € &, 57 b
AT BT LA 7R A I, MG 0 T R AR R s A, TE T e 7 A BSOR MRS
ARMES 2 AT H o

[0004]  f#lE S =M (Mgnetic ImmunoChromatographic Test, MICT) &34 LK)
— i A A PREE BT I A . S LURIURE P UKL (superPMPs) UL G AR Y (A
s FLIRMURLSE ) RBEAT S0 5 J2 0, A0 1A 0 45 -5 A0 R MURZE 1 9 K Aioks b 1R AR A Tk 32
BT A=A 1) A AR o R WU 3 i B R R IR AR I A i X B i, SR
Prid i) e AW — W B bR e 28, NIMIARE B H K. SR SERE AR
BA TR ca. B RS D0 A0S R [ AH TT 4 s B AT vk B 1, SR i, 7R
N BRVE TR sb. R LL %28 B P2 Wik & 10-100 % se. AT BRI AE 15 #0 Py U
HENZ I8 6 DN HTAL SRR . LIETEEITE 4 DR SIREE RN R se. HEINTRETE
2l KAk 2B SR, NS BEITR)T 4R o iZFE ARG A T LG I ENTE (R4, FLIK
WIURLZE ) fal (PRI, B AR A A, SOORRN T A% e 0 2 2 T B R, H e,
ANBEE B ER L, AR T A RIS ES (Point of Care Test, POCT) HEA R ST 7] FlE]

3
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Wi, — e, KRR, H AT e A B R R R E T BRI B k.
[0005] g N RZE M OB 5 | N S 38 SR AT b AR AR KA vey 1 i 75 v 1R RAEURE B TR 5 3
T — MR E B B &, AA T OB E,

ZEAAE

[0006] A<z B H RIS HKs S J2 MR AR R T S0k e R A B I AE CAL5-3 52
R AR 4, 4 —BE CAL5-3 JLiRSL o (B IE T8 R ks b, s 55— BREC XS (1) CA15-3 it
AL T AR 2T 4 22 M AR D4 SR A , 22 RS 0 G 032 2 A2 ) D B3R AT b AR RO RS0 5 &5
A TEAE Zp AT R PRSI SRR AT AN 5 8 S 3R fey 5 80P R ) PRy (] s S D R 4 A ) 7 11
1, AT DL S BT AR U I 7 v R R B, ERG T AT JLRN 7 EE LR hT DL Ay
LI, ] DAL A, I HonT DARP IS 25 tH e B 45 58, D A3C3s 1) SR n] 5, SR Ty 4, 7 fi s
o

[0007]  JAIEE| BRI H K, AR IEARTT a0 o BRI CA15-3 KL
G P JE TR RS 1R LRSS AR TE AR EARK A FLAZ B 2mm MRS WG B ALBE R 455 T CA15-3
UMY RE R 28 R i B R OK B AR S TR b 2 7 5078 BH S ) % 5 I 20 e i e iR AR 4%,
B E LA CALS5-3 BRI T FlTids4k C.

[0008] A T Ik R i S 20 e A A T AL T ) T A SR, TR PR RE AL R
O 1% 5% W EE (Casein) F10. 1% —1% (K12 2 EE (PVA) LA K 0. 01-0. 2% I35
20 (Tween—20) [1J 0. 02M pH7. 0-7. 6 (KR ELZZ /i (PBS) .

[0009] bk e A My CA15-3 MR Sz JEMT IR ARA il £ T i G LA R PR
[0010]  AEERIURE ()45 36 F AT 0 100-300nm (1568 NFRERIURE , A8 H B — W fi (EDC) Al
B 77 20 CAL5-3 FUAFRICBIREEUR B, LA 1 0 2-1 & 5 L] (BEIREL ) 5 Rk IR

N
= s

[0011] B K il 25 4 B FORLAE F o2 WM ZE E LA 251 1/em=50 1 1/cm [FJ R TR T HEM
paVEZs S

[0012]  C AL BRI il 2% < A A0 4% G2 b i 23 Sl 4 BT CAL6-3 A4 Bt A4 DL A it B ) — it
BEF 0. 5-2mg/ml WA, AF FH 52 RWEBCRCE 4 AP =38 LL 0. 5-1. Ocm [ [R] ¥ M5% BV T A R 4T 4
FE L, BT 5 TR PBWARIE 10 20805 T 25-35 RTS8 /e, In N TR E 4 A
[0013] D FF 2 1 A 38 OB FF 5 BTN B i B AL B VT R VL AR BE 1 /N B
25-35°CHET 8 /IS 5

[0014] B R4 AIZHAS /03 T SDRHE AR FAK YRAR B AC S 2mm MG b A0 40k i | g ks 24
PRI ROK R AR S5 1E T 2 78 15 0% B 0 ) 2 A B A, AR 2 5K 5 D) s R4S 313K
ok

[0015]  HE—2b, FIRKIDER A BFELL TP

[0016] A4 0. 1% Tween—20 [ 50mM, pH4. 5-5. O [ FRAN 2% PP BE R RERIURL, In N
EDC FT CA15-3 HLiAAL CA15-3 Uik SREEURIKILLEI R 5 & 1 (BEIREL ), SRR 3 /N, i
NEA4 0.5% BSA [19 0. 02M, pH7. 0-7. 6 [ PBS 253 &1 9 30 4340, B il B IR 4N 22 ik vk
WESORL, A8 & 1% PVP, 1% Casein, 0. 5% Tween—20, 5% FERE [¥] 50mM (pHS. 2-9. 0) F %
TRAL G Z R, A CORAT 4



CON 101762697 A WO P 3/6 7T

[0017] 20, FIRKPER B o, BERUR M VR 7208 < il 2% T IO s A FH e 2 st e
FEELL 501 1/ em PRI SIWIIR T IR 4E b, 3T N T B 5 .

[oo18] 2, HIRKIPER C oy, A B il 25 7 v - Ak Sl (0. 02M pH 7. 2 [¥)
WERRZZ MR ) F CAL5-3 PLIAMEEA 0. bmg/ml, Pi B —HIMBEA Lmg/m1, A & Bt e
B Lu 1/em [FE4 35 LLO. 6cm [ [A] R0 ED TAHIRET 4E 2= I b, =R 30 08 )s T8
W (&7 0.5% BSA [£] 0. 02M PBS, pH7. 0-7. 6) g 10 70485 T 25-35CHET 8 /)M,
IIANTFEEFRIBAF & o

[0019]  HERA PRSI AL AR LL s, AR B BA LU -

[0020] 1) @I ATIRARSR Bk, RIS RETE S E TR S TN CALS=3 Ikl b, 456
PRI, SEBR T CALS=3 TR A4 56 Y0 [ 2 Al , Ay i R AT FH AR A3E 17 AR KA

[0021]  2) I 5| ANBERURE R G , {15 AR A% BRI R B3RS LUAL e i) S 5 JE T B S g = T
100 %,

[0022]  ASY R AR T, 2 G KRR A, A I r i B i ik s th e B, PRtk e
22 T Bt L3 97 8 3 A S5 DKt 5 A A B A7 DL — SR M B R A R S22 P 4%
AN B AR A A o R TSR ) E s WA A U R .

i 1 152 AR

[0023] W& 1 AR BHEVE Sz JE Mz e A I My CAL5-3 (R AR S5 17 i ]
[0024] Ay idk— 2 B AS S B A 1 B 8 2 i e s I af 9 CAL5-3 IR AR 4% S il 48 7
5 RS DU B SS9 AT U BH , 12 S T8 2 R 1 AR T AN 2 DA T 7 PR A A B

BRLHEA R

[0025] A% BH T iA () 52 SR M3 CA15-3 HIRETE 8 2R 4E & W 1 T, 1% 46
FOBAEIEMR 1) ARV B ATH 2mm HORG WY B AL 2) (B854 T CALS-3 LRIV RERTRIE 3) |
PR 4) JIRKE B) , SR G 10 b 270 a0 AR 25 B 6) 4 ke i iR 4k 4%, i 2) 1
LB A CALS-3 FUARKIINEL T Fl a4k Co

[0026]  7EEARSZHEBIH, BT A CA15-3 FCXTHUAAR A B v B AR R AR & 10 st . R XL
PRI AT CAL5-3 FiJi I SR B A I AR A%, 475 I FR AR &7 CA15-3 PRI, PR 23 5
AR EARERBUR S G, WG Z T E R AT, 255 At ah Bk CA15-3 Hrik gl
2 T Ak, PR TR IR B S5 G T ORI 0 A YT R ERAE T 84k, 539k, R4
(R CALS-3 BRI AR & QR 4L AT, BIR RIS Lk C Y, LRI = Pi e 5 CALG-3 Piikss
A MIMAE C LA R tH IR RERUR SR AR o BEA [ NVAE 30 3B N IEAT 56 4, — MR T 3 B
Ja BRI AT EALSER, T 28 LA K C Lol e = AR AH I IR T A 58, RGP S 2 2 AT A S 5 AR
PERIN R b 16 RS A S S B DU (AN P (R oA phh 2 B nT 3 HE i e B &5 L o B
YU AR R SR AR N TR AR 2245 H e S R AR LA Se TR AL BRI
NeBEEAHEESER.

[0027] A% BH BT (19 52 EA Iy P CA15-3 WG G 38 R TR AC & K & 7 v LA
S

[0028] St 1



CON 101762697 A WO P 4/6 T

[0020] & EA WM CAL5-3 [IME T F e JZ AT IR AR A SR AR B Il &6 T v

[0030]  ACSKJita ] IR AR 4% AR AR K il 2 i i G LU DR

[0031] A HUPRHI A <16 F Y S AL IR ) CAL15-3 ECXT T A4, X 20mM, pH7. 2 (pH7. 0-7. 6 343
) K PBS 4°Cimtrid a4 M.

[0032] B LM H % -

[0033]  FLEH LIV IVECLH] 0. 02M pH 7. 2 IIBEIRZZ M (PB) A B S, 0. 22 b m
FLUEE L JERR B J5 & A CIRAF % H, AR A

[0034]  BFFVEEIECH] 5 0. 5% BSA ] 0. 02M, pH7. 2 (pHT7. 0-7. 6 413&E A ) HREERR 2h 4% b
H (PBS), 0. 22 um TALUEE I PR WG B T 4 CIRAE# H, AR —

[0035] LB il e& « AL HEZZ Py (0. 02M PB, pH7. 2 (pH7. 0-7. 6 34J3& fH ) ) % CA15-3
PR R 0. 5mg/ml, Pt bl I —PUAREA Img/ml, 4 H € BEWIEAEE DL 1o 1/em [ EH
& LA 0. 6cm ¥ [RIRE 25 S WEED T+ 3. 5em T FEAR PR AT 4E R MR I, =R M+ 30 4349 5 T-EH
(&4 0.5% BSA f£] 0. 02M PBS, pH7. 2 (pH7. 0-7. 6 ¥I&EH] )) Hhigil 10 43405 T 25-35 f&F
HET 8 /B, I TR A5

[0036]  C.HERIURE 1) il 45

[0037]  EEERENSEM BRI EC ] « FH XUZE 7K RH B B8 A oK I PR I il pHAEL A 4. 7 (pH4. 5-5. 0 3%
TS ), WA K 50mM (IS BRZE TR, TIN Tween—20 AR 0. 1%,0. 22 1 m Pl FLuE R
JERR W 5 A CIRAEE L AU A .

[0038] M R R A7 25 VR 1T B ) < XU 7K, 0 B RN A B o) pH ok 8. 5 (pH8. 2-9. 0 24J3&
), R R 50mM FIANER 22 W, I\ PVP, Casine, Tween—20, REdE, ZRE 7k 1%,
1%,0.5%,5%,0. 22 b m P LU SRR B 5 A CIRAE 2, A R0H— .

[0039] Rk (4% A & 0. 1% Tween—20 [ 50mM, pH4. 7 (pH4. 5-5. 0 33E H ) i
P& 22 PR R A RIURE, N N EDC AT NHS A — 38 23R FE 18 20mmol, &8 MY 1 /NI, 7843
VEBRHENURL I, I CALS=3 HUARAT CALG-3 Fifk SRR I ELHI A 5 ¢ L (FEREL) , iR KR
N3 /NI, IS 0. 5% BSA (1] 0. 02M, pH7. 2 (pH7. 0-7. 6 ¥3&E FH ) 1#) PBS 2555 30 43
B, AT A 0. 1% Tween—20 [1) 50mM, pH4. 7 (pH4. 5-5. 0 3&J3& ] ) [1)IEE RN G 1 VR0 4%
B, &4 1% PVP, 1% Casein, 0. 5% Tween—20,5% RERE ) 50mM pH 8.5 (pHS. 2-9. 0 ¥
&) MIRRIRAT B, ARk, 4°CIRA7 25 o

[0040] D HERURL AW YR 55T

[0041] i ] BioDot Myt A Iy & FH W5t Sk 44 A S () B0k LA 50 1 1/ em [ &2 35 S iR T
0. 8cm T JEBIBAF Y8 b, W BT, InN T =74

[0042] BB AL 2

[0043] ¥ 1. 8cm B BEAE S EBONFE T AL B R AL FE 1 /N SR B 25-35°CHET
8 /NS o

[0044]  Ff B A PRV 25 1% —5% Casein F10. 1% —1% ¥ PVA UL %2 0.01-0. 2%
Tween—20 [#] 0. 02M, pH7. 2 (pH7. 0-7. 6 ¥3EFH ) 1) PBS ¥ o

[0045]  FiRACE 4% K b

[0046]  TFIAPTHIRAEHLIIEIR LN T 20% , I 20-25°C 1) 5 [R] N 12FAT

[0047]  RARAR VAL ES A8 H BioDot LM5000 ZY 2 &A% #4 MBSk 3. bem AL, 2. 5em WL

6
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JKAR, 0. Sem FERURIES, 1. 8cm A HA 34 T 9. 8em T8 FEIZ BB RAR b, B 55 b EFE AR
m M, 2 2 R AR

[0048]  TRACA K] ATH BioDot CM4000 ZUJ 4 A LAS A& b IR ARAR ) 1 0. Bem B 1)
B IR AR A%

[0049] G R RITZHEE

[0050] K5 A A BH AT IR I DI B B0 AR B THRR R B RN, 55 b B, 1F
AR BT A8ERRE S, ORI TR AT =l A7 &
.

[0051]  H.#f e ik i — 4695 5

[0052]  jh44 :CA15-3 s& LA IR

[0053]  Hthik ARAR-R AL HIA, 4% X080 4F / H / B, XXXX/XX/XX

[0054] A 1z bR AE A E < B CAL5-3 b AEDL IR S Rk, FH B v 5t 4 B 8006 ¢ A 500U /mL,
150U/mL, 50U/mL, 15U/mL, 5U/m1, B Fr#E 5 AE 10 AN I0K, 42 BEGE v 2 77 V0 8 B A e ik
S5 B ) AL ) G 2R FF RN 7 AT AN e B 1tk » 3 T R R b A gt e R AT A o T A I A
3 LA 2 b A A

[0055]  brufk i A BV IC 75 :20mmol  PBS, pH7. 2 (pH7. 0-7. 6 345& F ), 0. 5% BSA, 0. 01%
NaN3.,

[0056] T, 4k 4T ELRE I,

[0057] % bik YRS S5 AN Z 4ERSFT EIAL Py 4T BN, R 4R AL G TR 4R e e £
B AT ZYERS RS AL BAS U 25 BEALHMAS 2 % 1 R — 4ERSREIG o 1% -

[0058]  J. i dE

[0059] g WhlF — 4RSS A IRAR R 5 — BT 52 EH TSN, 100 A 8— 1
WE TGN, —&— W UiB R LR 10m] 282028 ph i B R gt &, i al &
TEIREOCIRATE, TR BUHA 18 D H o

[0060]  JEHTLEMEEL T A 1% Tween—20,0.5% Triton X-100,1% NP-40,0. 05% NaN,,
20mmo 1 PBS, pH7. 2 (pH7. 0-7. 6 #J3&EHH ) -

[oo61]  SCjtifs] 2

[0062] & T CA15-3 LA BIHLEUR (il £ 2 B :CAL5-3 FUAAE CAL5-3 Hiik 5 etk
RIELE g 1o 3, e PR E SE ) 1,

[0063]  SZJEfH 3

[0064] & T CAL5-3 HLAAIHEMURL 1) il & ()P 3R rh :CAL5-3 HLARAT CAL53 HLiA S WUk
L A 1 o 8, Heg SRR R St 1.

[o065]  SCjitifs] 4

[o066] A< BH [RIAS I - (19456 FH 7 v

[0067] 1.0kt

[oo68] A A B HY B N 43 AR M-, R s A0, G IR R B TR R i B,
THER AT 50 1 L FEARIME MA R EROIAESLA, FIA 50 u 1 JZ M8, S5 OV gk
AT 15 435,

[0069] 2. & J% 4 Gk
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[0070] KAl -4 N B B0 358 J2 BRSNS e 10, I8 AT (AR, I3 & BAT BRI =
Y5 5, AT I B RO AT Ep I S 45 2R, AR5 R g Rh BoR,

[0071]  SEJifh] 5 A< BHIRARAR (M) 7 A e

[0072] 4% MR AT i R0 e S A s IR S ptis) 1 rpofi) o8 R AR Al AT R
[0073] (1) iR4R4k REUE L

[0074] DL SO AGHEMIEEAT 10 REZ I, HoPF 38 I B s brdE 2 i N i 26 7 R 1
WA AR AR 2% 1 R, LR B 2. 1U/mL.

[0075]  (2) TR4C44r 7 MESL

[0076] 5 HIRMWIMMEAS X IR WSEE, A8 X R WH << 0. 01%

[0077]  (3) IRACSHE 2 Mzt

[o078]  H#ENAE S

[0079]  HUAK < i = A B MG AL i 23 AT 10 FLPAT S50, THRDI 2 (B P 3(EC X )
FARHEZE () o $Z 3 CV=5/% X 100% 11 52 7 RREL, #HE N AL 7 R EL OV 430l 4 5.8 %,
5.2%,4.5%

[o080]  fHk[R)AZ ST

[0081]  JEFE 5 AN RV B B A5 FE b 6 B4R G EAT 3 IR E R e , v LA AR 7 R
B (CV% ), LA S CV AE 8. 96 ~ 10. 69 % 2 [H],

[0082]  (4) IRAKLFa Mz

[0083]  RACAARATISE Hy 2-8°C, &3k 15 A H Il i i 40 4% 11 45 I i b 3 iR 25K, %
FE B S RS A R P MR 4R A I 2, FRATTIEAT 37°C 7 RIINIESL, SEI0 4 3R iR
A S IR IR E 2T A 2K

[0084] Ui BH e FEASIN ML CAL5—3 [ TE S iz JE Tl AR 4% B &7 i R Fe 7
PE RSB MRS E MR e A B
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