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1. — P PR CAL15-3 (MG REROR AL 2 & I 2 iR 70 &, BT il & 6
H—H BV E ML DUR CAL5-3 HURTIVETR ;
55 AR B R B RR R AR ] 1 PUR CA15-3 LRI 5
Filh 53 B3R < B LA A S G R BRI REROR R TF W
b, iZ A MERE BR B AR 10 IR BUR CAL5-3 TR Bl Ik i FR I 5 Je B IR CAL5-3 B ikl
AT BEF 4— (N- Dol R Y i AL ) BR O —1- RIRDEFAWE W IR BE A 2— W 2 Fatm e 2h 1%
RIER
2. MRHRACRIEE SR 1 fTid (P IR CA15-3 FIZN KBTIk Ak 2 e e s -7 6, FLRFHEAE
T TR B AR, PP S ROk A AL A AR I
3. ARAEBCRE SR 1 8 2 BTk (P E CAL5-3 (R A K BETMORE AL 2% % Y6 Il sz R 70 &, FLs
fEAE T PR 3 — R h 2O Z bR id M PR CAL5-3 JURRIMR AN 0. 571 u g/, ik
5 pH A 7-9 5 Bl 85 3R] A M B R B AR 0 IR B CALS-3 HUAR IR R
0.5 1 1 g/mL, BTk 2E —3RXFIH pH A 7-9.
4. — PR SR 3 Tk TR CAL5-3 ALK RETCRI AL 2 52 6 I 2 iR 7 £ i il 4
T3 12 FLALHE 2 S 2% B ik & 58 e F AR IC I PUR U I I BT i & B 1 1 R B A
LR DTR CAL5-3 BT LA B Tk 0 45 AT ¢ 6 22 DT AR B HEBokar (1) 3 V7 B A0 B, L
REIELE T < T & A B e B R IR 10 R DL CALS—3 BRI R 1) il & I AR a0 T -
@© BEHUR CALS-3 FUAA I AT 2- W FEmi bt sh R Ehvs i b =R e B G, FnA
HRZ R, TR ERFE, WAL G FEPUR CALS-3 Pk, T 278 C N R(F&H 5
@ VBl I B BRI I AAZ IR 4- (N- EhoRBEEHZ 2L A 2L ) RO —1- R IR IS F Ik
W FE B, SR AR, WSS R B IREE, T 278 C MR & H 5
@% FR S BOFTEIELE KR A CAL5-3 Piik 5 PR BT 131G 40 J5 [T 1 B
BRI G, BRSO, A el Tk T R B A T2 RV DR, CAL5=3 AR, S 25 9K 5 » 5 s W
Supperdex200 BEF A4 AT AL, SEFE H A IE 2 pH {E K Z2 3 BE R S A pH (L EI1S AT 28
—ikF
o, Frid B PTIR CA15-3 HUUK BT Bl 1k e B i 10 4 B 350 K 125 95w %, HLATIRAR
PEWERRBE I LU S M L 1000u/mg
5. MRAAURIELR 4 Prid Bl e& J7i%, HAFEAE TSP RO S, BUEDUR CALS-3 HLiE,
NABEER 2-1T VW AR, I #E 10min~30min, I H & R, SR E 2 10min, A
G—25 B AEAAE R 28, WIS AL S R PR CALS-3 Hifk, T 2-8°CIR{F&H .
6. MRPEAUHIEI K 4 805 Frdk (¥ & T i, HAEE T 2RO, BUR K T4 T 5mg/
mL (R B PR A V8L, NN A= (N= Lh SRR Jie 25 R 2 ) B e — 1 — R FR R 30 E  H& Fg v v
EIEFE 20740min, H G-25 B AERR L, AR TEAL S IR EBEIR G, T 2-8'CIRI7F & H .
7. WRABRBURE R 4 Pk i 2 7730, SRR IELE T - P 3 — R i il 46 7 v R <
H A 9 pH oA 9710 LRI, ARG #6225 huUm PR CALS-3 JLIAR 73 T LE R
207200: 1 LA, B TR B 96 2 pH oA 9710 ISR S B PR CA15-3 P pH
N 9710 B MIBR A 1RSI )G FEIRFE RNV, AR5 R R NI I G-25 BERCAEIEAT 0 5, B
FUFE I E L AR RIS A P E AR IR PR PR CALS-3 BRI, 25 F R A 1Y pH
{EL V) 23 Y T B P R pH, RIAS 38—l
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8. MRYABOMER 4 Frad (i) 46 T7idk, HARFEAE T ik i 70 BRIl a6 T ik b A
A FRFLE ML P REORE 15 9 D6 3R BUME B IGHBR — ML IOAFAE T, RN 2718 /i,
R NS A W oy B, 2 B3R R TE 2 pH B A G20 B pH RN B, BIAS BTk 1R B 0 88
3 b TR BRSOk B BRI 1, FC AR R 0. 572 uom, Rk S MEAORE T A BRI M
SR E BT AT 0. dmmo s FTIR K 5 6 2 LR g DT IR B2 ye DL, 40K T
T 90wt%h, BB KT 1:100 J7 o

9. MRIEBCH LR 4 807 808 Fridk il 2 iz, HARFLAE T ik i) A3 =5 pH (B 2%
B EAT 0. 5% AR I F E#E S pHS. 0 [ TRIS 2.

10. SRFIBURIEER 173 A AR — SRR R i A 1k 0) & ) T B S CAL5-3 52 AR il
IR g 3%, FERFIEAE T, AR L R D8R

CI G SN AL INE b DA AR AFRRERL WA — BRI SR 3], TR 2,
{E 25740°C N HEAT S — UG T SRR INNHL 7y B 0], TR D, £E 257 40°C R TR —UGR T

(2) Yol ALHSRLAERE 7 HUTRE, 38R B30, INNTRVEI R 5RREY e A RESIOR: 78
TR R RIS KBk BT

C3) IRAIA BRI AR SE AR TN A I AT A R AR AL 1A 22 R T I 2 i
[, 78 73 1R Ja R A e B AR
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— PR CA15-3 RIGRBEMAL L F R SN EXTIER
Hl & a7 E

AR

[0001] A% W] J&E T A HARGUI, FARES K P& & T e o 70 B BORRME 22 R0t
G M BRI EDUIR CAL5-3 [ RBERSORLAL 27 OGN 7 17 g5 B il 3% T s Al 7
2o

BEEA

[0002]  JEHLJE CAL5-3 (Carbohydrate Antigen 15-3,CA15-3) &—Fi LA &,
Gy T BN 400kD, 7 T 45 A e TE R . CAL5-3 J2 1984 4 H Hilkens 58 M AFLIRITEK
JEE 1B 25 1 MAM—6 5 R ) B8 T B T4k (115-DB), 55 H RIS Kufu 28 (5 -4 A S e 4 o s o)
R TT PR (DF-3), & A R sl div 44 CA15-3.

[0003]  CA15-3 = % FH 5L B 1) W IUURN 0 26, DA R BT VP A0 2 3 IS 1% DL i 4 b L
e A3 30-50%CA15-3 7 B MGy, A AL 18 mn] 1A 80% 5 & I i 7% (1) AU M L e i
PURFA R Z Ikl sy, HR TR R IR ;CAL15-3 & I Im AA G 52 A E B, Fi 2&
SRR BB AR SE A DN (0 BB b, 138 CA15-3 A &, $L R ILIE R s A 5 5
K, B R TR ARG A s H X7 1 &6 & 5 R IV B 4L, CA15-3
(138 w57 B I R 2 W HE e R A B 5L LA i R 5CA15-3 ] 5 CAL25 BRA K, TR EE R
RIS W 55 CEA BEARTINNT, nT 32 FLRRE 5302 W 0 U R Rk S 5 LA s
Joq» W R SR | S5 e e S, T IR IS CA15-3 B Ry, ARk iR s, an Rk
FLIR IS AT 512 CAL5-3 AT 3G o

[0004]  H A7 FH TR CAL5-3 (1) 55 43 BT J5 15 32 B BRIk 0 5 2 Wrivds A 22 R OG5 % 4y
WAL, BRSO IE o MTVEATAE RBUEAR, M 28 AN 5 SE 4 B 34k 55 5 VR 24 BRI A
Fo WEERICHRIE ST AEBEIE S0 2 o Wb IR Al bR FE AR 1 — P e A AR, B
RABE Ry S I e Pk VO T 98 BRAE TR, AR S SRR A B AT R R iR
I BA Bk 2028 T Tz N

[0005] AR, 45 SERBR I G ZEAS I A, BT URE S BT S AU B %, — 2R L
W) ARSI R R R R 5 T LM 52 2% (R ot 35 0 PR 7 B L A e IR A, 2 i IR
g6 TAEE T I —

[00061  RAHORE F 85 A I 435 A A2 M) FH 5 43 1 A4 B 18— R 2 D /AN KR P [T AR Ok A 2%
A, DA SRR B | AL 27 AR I 55 T VR A At b B S e 26 R ) TR 3 B iR A5 5 e B e i
Wi, ELA o B DR RO ] R PRI R A AN Bl 23 A P At 2R A )
[R5 L A 2 MR RN T BE SR 0, ZEAMINBEIZAE T 0] 2 (R 18 By, A 73 R R Rp R 1l 43 73 B 2 25
Vo S ALY N

[0007] A [E % B L FI /A FF CNL02288766A 2T T —Fh T HEKHT A 15-3(CAL5-3) [ 2 A%
MWRF &, ZRAN B S A FRCA DT CALS-3 BT LA B ER 1 CA15-3 HE /3 Bk
s S AR EBE IR AR 1L BT CA15-3 ST [E BRI B S A, I SRS i, FRE v, CA15-3
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PRUEf, CA15=3 JFU4E i, T DRI AR A SR o 10 G SR AR BE 8 S BL DR L ME R A,
W, AR, S PRCA DL CALS-3 H T FEDUIR RURETESAER K CAL5-3 70 B 1R A &5 A ik
PEWEIR BEbR AL DT CAL5-3 e DU I B S A (1 il w6 i R A S8, L 2R e AN
bR AT AR PR AR I 2 R Tl e A 5 AT 3 EU A G T o

ZBEAA

[0008] A BH BT B AiA e IR B A il 2 o IR AT B2 R A2, 38 4t — Pl P JR CALS-3
V) 4 K B Ak ks A 27 R 6 I s B e, L BB A8 DL AR I e A ) 415 31, FLRE 8 SE L PR
CA15-3 HERAAT SR i b 2 &l 5E o

[0009] A% BH ] NS A — Bl P R CAL5—3 4N KR Aok Ak 2% 52 eI 2 3R 700 £ 1 ol 4%
T3 FOTE T ERRE AR, HATS R S ks 25 4

[0010] et s FH R0 6 1y ] 4T RAEG JecAs |0 il 46 7 o

[0011]  —FlEHiIR CAL5-3 MG KRBERIORI Ak % & e I R &, AR AEAE T, % &
¥

[0012]  ZF—ik5 : EH R AR HEBUR CAL5-3 FUATIE I ;

[0013] 45 X5 « SO EEBE IR G (ALP) FRiC PR CA15-3 PUIARMIVEW ;

[0014] R4y B3] < & B0 DO SR DU I RETIORL IV BT

[0015]  HLrb, Z s Mk TR IS A 10 (K0 DR CALS-3 P F sl Tk B BRI S5 9 HLJR CAL5-3 L
POE I AT A- (N- Dol B0 i 56 PR L ) 31 e —1- FR R B BTG WP H% B8 (Succinimidyl
4—(N-Maleimidomethyl) Cyclohexane—1-Carbo, SMCC) Fi 2— W 4 £ #i % zh & ik
(2-Iminothiolane HCIL,2-TT) M AL .

[oo16]  F— Dk, TR BEASCRIR ), ELBEA 9 SR PURIRERORL F ¢ e R Uik 55
Fr I Ik B BRI AL B

[0017] 3k — 20 ML, BTk 55 — 350 (9 %< 06 2 b i 19 PR CALS-3 PR K Hh
0.5 1w g/mL, Ik 85— X pH A 7-9 5 Fr i 55 3550 b 59 ek 2 B 1% A A ack 1) 928 Bt iR
CA15-3 PLRHIHIE R 0. 571 1 g/mL, FTR S 35/ pH By 7-9.

[0018]  ASATUISH A N 51 R AN, A & B IR £k v] LAk — DA 6 H e il i 75 119K
)5 A AR TR o AEL R 5 W RS A v S T e ) PT A 3 A7 T S s i), BRI, AR AR T
] DR R, AR E A AR BRI SR g AR S A AT b

[0019] AR BREUE X —H AR Ty 02 «— PP i CAL6-3 (W AN K BETIORL AL 2 = 6l &
TR P ol 46 g vk SLALAE 20 o 46 BT I 28— 3500 BTk 55 =0 BB RE 23 B R i 20 B,
TR S AR AL R

[0020]  (O#JEHLIR CAL5-3 HUA I ANATIE 2— W 2 FEm be th IR #h v v b =R B IS, 1
TN H 2R, PR IR R, WIS LS PR CALS-3 Pk, T 2" 8 C N7 4 H 5
[0021] Wb I i B Bl S VR IN N AT e 4— (N R R P et RS ) BR % —1- FRIRBEHA
P MV i B v SR, OB TE AL 5 DR E IR, T~ 278°C M ARAF % H 5

[0022]  @% LA S BROFTFIELIE IR BUR CA15-3 Huik 5 L IRQ Fr i L o sl 1
FREEIR 2 » B O, {26 il ME i R B bR 0 R DR CAL5-3 Bk, N 45 RS , H I N T
F Supperdex200 e 4 AL A2l , 3B HLATHE 24 pH R 0 22 i 1A 3 vk S R0 pH (1 RIS AT
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AR

[0023] v, Tk (s B CAL5-3 B ik i i M Wl IR 1 40 5 38 K % 1 95w, FLIT
TS A R 1) L v MR B ek 1000u/mg

[0024]  fLihh, ZEROS, BURHLIR CAL15-3 HLIE, I AMBBEF 2-1T WHE G, ZHEE
10min"~30min, M H &R A, SIEHE 27 10min, FH 625 B AL AT IR L, B TE AL 5 19
FEPUR CAL5-3 Fifk, T 2-8CIRAF %o

[0025] Lk, ZBOH, BUKE K T2 T dmg/mL [KIR IR RSB, I SMCC ¥,
FIRFRE 207 40min, ] G-25 BERRAERR B, SR IS AL S IR P EBEIR G, T 2-8°CIRIZE&H .
[0026] Pk, LIREH, ¥ HRIEAL P PUIR CAL5-3 PR S IEAL I B M BE IR G 14 7 T
JEREEA 1:171 2 ¥BA, T 2-8C A& FHE 12-24h,

[0027]  HAr3E Y pH AH A9 ZE MR AT LA B &4 0. 5% 4 1M3E (8 A . pHS. 0 [¥) TRIS Z&4
o

[0028]  FE— DM, FTid (58— A2 VA T Bl & A 98 6 2= 10 pH R 9710 (2%
W ARG 42 RS F S PUR CALS-3 JLARI 737 LA 207200 1 (LA, 44 ik & A 9t %
[ pH 24 9710 BIZE P 5 H0IR CAL5-3 PR pH 4 9710 HIZE MRS, VRS G, SiE
BN, R 5 R N IE L G-25 EERCAEIEAT 2 TR KU R 9O ER RIS A PO EAR
WP CAL5-3 PUIRIIA IR, B F HA TG 2 pHAB M 28 MV BE 9 FE R0 pH, RIAS . I
W3 2 pH (B G2 P mT LA A& 0. 5% 2 I35 A 8 - pHS. 0 1 TRIS 221 .

[0020]  JBE— Dk, FTIRRE Sy BRI TR U R 8 R IR TR IE [ M REAORL 5 %6l
HPUARLE R EGER — WIE AT, SR Y 2718 /NN, N 250, fi oy &, % bis, A
AHIE 1 pH AL RS2 VA EE pH IR BE, RIS Tk G 53 B ) o HL b BT 3t () il doksr EL A5 78 ot
g, L EAR N 0,572 um, B g fEAIOR b B R B S MR I & & AME T 0. 4mmo | BTk
(K2 Z PN g BEPUR S 2 se DU, 05 K T2 90wth, B KT 1:100 77
[0030]  fLikth, HIRAEAE Y pHAE MM BN & 0. 5% 2 M3 187 1 W pHS. 0 [ TRIS
S

[0031] AR BATIR 96 E ] DUR QAN P o e 25, & A 6 S 5 R 2 6 2,
VU ZFE 55 FHEH, DY AR e SR 2 B 45

[0032] Ak BRI IE$EAE T —HFeR A Bl A & A TR CA15-3 & S il i
7738, LA EAE T, ARG LA AP BR

[0033] (1) H 3 S N« AEASIE rh I N ARE DUARE AR B VAL, A0 I N B — K AR 28 — 358,
TRAT, E 25740°C RTS8 —KIEE ARG INNHE 7 230, VRS, E 25 ~ 40°C R ITEE —
WHEE

[0034]  (2) Pk AVREDICRAERE S P UTRE, 2Bk BIE, MG VR, bRt , RE W R
DA iy SO = 374 - N 1 S e

[0035] (3 JNJEAD SN IN A YCHRIE AR TUAE I N Aol Tk e PR T 1B AL PRI A 22 SR
R, 78RR SR R R .

[0036]  HE— Db, FTd 58 —KIR A IR AT LA 207 40min, % 24 30min 3238 KR E 1
ISFA] AT BL A 27 15min, 5% 4 10min.

[0037] T LA B4Ry SRS, AR B SIA AL R N A -

6
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[0038] 1. SRAIAE B RBGHI & n] ASCBUR DU CAL5-3 HEGA K 3 AL I, L = FRH5n) 2y
A LA ASE B i) 2 T 205 A5 2, AR A, HL b T 4 T2 AR e T, 1Rt
()22 55 /N, AGr I 49 73 A TR DA 5 PE A

[0030] 2. AU BRI & B35 A1 Bl R A R I b1 (AT L I CAL5=3 LA IRV LI 1 %
J7i5, REMEAT R e LR CALS-3 T A4 55 B M ok IR e 0Bk, AH BR AR e, 1 — DR &
R AR A P ) S AR I R

[0040] 3. SRECA A B AR tR) S AT A0 MR S0, 5 P v, SRABCRE vy, Al v [ 98 A+
it I OB R, 43 T 24 i, B R 2k ) s AT A I 1) R AR B, A e AR i
FERA B A B35

Ff 1 152 BR

[0041] P& 1 gl v S A oA B 28

[0042] 2 A RBPEVENIUA HZL

[0043] 3 g LB FEASK I 4 ARG PE LA R AA bR x Ry SEHM 4 ) & 15 15 S A
AL, W BT Ky U/mL, PAAR KR y 24 ROCHE 28 WIR A S RE AL , W #4724 U/mL) o

BRLHEA R

[0044]  SEZjifs] 1 55— 4%

[0045] (1) BPRMS0ES  DIBEIR Eh 2 VR AR A7 IO BUR CA15-3 (CA15-3) Hiig BTk (4l
FE R 95wtth, WRFEA 2mg/mL) s FAi IR 7Ot 3 (FITO), TR S 1A M 18 B4 41 ;G-25
G AL AR B GE A7)

[0046]  (2) Hl# DI .

[00477 (D 0.1~ 0.2mol/L pH 9.0710. 0 [KIBREE Th 22 R BC ) 0. 5Smg/mL K] FITC %
[0048]  @4ZJ CA15-3 Hifh 5 FITC 73 H oA 1:20 (KBRS T INA S RO B
FITC ¥, VRA35), BEEHE 12h /NI, RNV AE R CA15-3 Btk -FITC A

[0049] ¥t L BROW R NIRIE LT G-25 BERRAERBEAT 73 55, B 22 K I B FITC, 15215
A CA15-3 Pk -FITC &R (R FITC FRid i) CA15-3 HLiA) I

[0050] @D¥f RS AT & H CALS-3 Pk -FITC & B % W H & 0. 5% b 13 A &
1 (BSA) pH 8.0 [ 0. Imol/L ] TRIS £& ) ¥ %% B¢ 3| CA15-3 PLik FITCE MR E N
0.571 1 g/mL, B R 55— 7

[0051]  SEZjds] 2 55 — X il 4%

[0052] (1) M EFSAUES  DUBERR Eh 22 IR ORAF ¥ CA15-3 F 5o [ HiiA (Al i ik 95wt%, K
J 24 2mg/mL) ;s LAREFRLE MR AR AT I R PE B IR I CALP V590, ALP 415 19 29 99%, LLis M A 24
1500U/mg, ¥ & 4 10mg/mL) ;A BEF SMCC, 2-1T i [ THERMO 23 ) , TRIS 254k, 243 571 B ik 3|
th2gal ;G-25 BERCAALAE R GE AT = .

[0053]  (2) %D .

[0054]  (DHY Img CA15-3FuiA, AN 10mg/mL HIMEEEH] 2-1T ¥ 2—4 v L, =16 H E 20min,
TN 0. Imol /L () H & BR¥ W 10w L, iR F & Smin, H 6-25 B AL 2h, WG
CA15-3 Hiik, 2-8 CLRA7#% 1 5
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[0055]  (@HL 1. 5mg [ ALP Y57, NN Smg/mL ) SMCC ¥ 10-20 v L, =I5 E 30min, A
G—25 HERCAERR 2L, AR VE AL JT ALP, 2-8°CLRA7 4 H

[0056] ¥4 IRVELIEDUR CALG-3 Uik 54 ALP VR &, 2-8°C & fF MR & 12-24h,
H Supperdex200 BERAEAVAE AL RN, K453 CA15-3 Hiik —ALP BRI, 2-8°CIRAT
#H .

[0057] @)% CAL15-3 i & —ALP & 2 1) W % Wi 5 0. 5% 4 1L 3% A &5 E (BSA) pH8. 0 1
0. lmol/L [ TRIS MG 0. 5-1 1 g/mL, 588055 — iR I 4

[0058]  SEZjiifs] 3 F 5y B 5 () ) 4%

[0059] (1) MRG0

[0060]  HTHOKE )BT VR« REAHORE & B Swtt, ETHok: & R FE (COOM i MEAE 1, B 78 () B
Fi (F8) RIS BEAMET 0. 4 ZER (mmol), HA IR, HAAAE 0. 5-21um 2|7,
[0061]  Ht FITC Fifk 7] LLE 2 swlEdu ik, tn] DR B R Bk, 408 4 90wt% LA b, # ke
AR 1:100 77

[0062] 2 NGbk AR (MES) B — U f% (EDC) TRI S FTHAd 57 B ik B4k 2 4

[0063]  (2) 4B HE .

[0064]  (DHX 100mg i R ) B V5 V8L, 1 43 85 25 L3, i1 0. 05mo1/L, pH 4. 575MES 2% i
10mL & ;

[0065] @B 2 4mg [IPL FITC PLik, EIRE 30760min ;

[0066] G 0.5 ImL HrEFELHI 10mg/mL [¥] EDC /K, HiRIEA 2712h 5

[0067]  (DHELSYES, 2 B35, F & 0. 5% ZF 135 H 85 (BSA) pH 8.0 1 0. Imo1/L ] TRIS 2%
MR RS Img/mL, pH 8. 0, B A RE4N B iR 5o

[o068]  SEZjifEffl 4 JEPTIR CA15-3 HILNKBEIOR AL 27 K6 I 2 iR 5 &

[0069]  ZIAF B ELHE

[0070]  FZFRSEHAG] 1 77 i & I EE — 50 GRAEA 0. 75 1 g/mL), 50mL ;

[0071] 2 HESLHEAT] 2 J7 v & I 20 —ion GREZA 0. 75 1 g/mL), 50mL

[0072] % HESZHEA] 3 T3 v & I 43 B 50mL.

[0073]  SEZjiffsl 5 #E PR CA15-3 HILN KBGO AL 27 R e I s 15 &

[0074]  ZIAF B ELHE

[0075] &S] 1 732 & 13— 50 GREEA 0.5 1 g/mL), 50mL ;

[0076]  F& M ST 2 J7 32 & i 28 R GREZA 0.5 1 g/mL), 50mL ;

[0077] 2 HRSZHE) 3 J7 vk & IO 2 2355 50mL .

[0078]  SEZjfs] 6 FEPTIR CA15-3 HILN KRGO AL 27 A e I 2 15 &

[0079]  iZIAF B ELHE

[0080] MRS 1 J5 il & B8 — i GRAEA 1w g/mL), 50mL 5

[0081] i ASIHAs] 2 Ty il & 1 28 — il GREEA 1w g/mL), 50mL 5

[0082] 7z HASIffe] 3 Ty vl & I 43 B5iR5R) 50mL.

[0083]  SEjfsl] 7 SREXSL MR 4 A S AT PR CA15-3 {12 AL

[0084] (1) Kol % .

[0085] (DA AV « AEAS IS oo 10 w L A5 AL A% (v BX i 50 B, 2R J5 I

8
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50 L 28—, 50 1w L 28 35, 851, 37 £ 1°C &M T E 30min s I 50 1 L #5325 iX
85, 3T 1C A MR E 10min ;

[0086]  @yEik AT HIMRIAERE S D UTRE, Bk B35, N 300 w L G HE, LRy, &2
DA ROk 78 TRk, ARG G A 5, b B35 P IRE R 3K

[0087]  NNERAE AT I B CHRAE ALK AN 100 v L B3P i FR AL 2% R 6 R4
VSR AL TR DT AR AR B A ] APCL- 1), 5E 3% 8 BE okt 78 3 TR &, 75 Smin Py AN &
e

[0088]  (2) xR HE i bRk i 2k

[0080] vk bRt Zi 2 WK 1.

[0090]  (3) REFEIF

[0091] AN “0” IR FEAEAS, BRI 20 X, THEARX R OGHRAE (RLUD BFI5ME M FlbruE
25 (SDD, FFVI5E M+2SD ., AR 220k A v (o ATAF AR A v 2 TB) PR . —RLU 3847 5 2[R
PUE T — R TR, B M+2SD (R HF N 3R 7 R A, SR HH 6h I R B AL, B A SARAS I PR . A
TE REBIEA KT 1U/mLe Horp A SRR S E 1 -

[0092] %1
CA15-3-STD—A (RLU)
616 731 652 740
719 734 643 737
[0093] 628 623 706 648
714 643 724 678
741 661 711 636

[0094] A giRJGII(E X=684
[0095] SD=45

[0096]  X+2SD=858

[0097] B mURIGAE 73 A2 WK 2,
[0098] B ik JGIAME X=28316
[0099] 2

[0100]

CA15-3-STD-B(RLU)

29108

27524

[0101] A, B sSU&E S PG kS WK 2. REUE =0. 033U/mL.

[0102]  (4) K52 EIF

[0103] (D47 s % &

[0104] K sijids] 4 (a0 —Ht, 43 I e A s s = RAS R B () I 5 10 FLPAT I
9



CN 103048461 A

i)

7/8 ;T

8, GRS WA 3, FF I HE N AL R AN 3. 54% ~ 5. 85%,

[0105] & 3 Zp#fr PG 2 LT
[0106]

TN MR (U/mL) M |73 eV (%)
30 10 5.85
90 10 4.90
150 10 3.54

[0107] @43 HTIa)KE % B

[o108]  Re st 4 AR I =3t Rt R & 2 AR b v =P AN [RIVR BE IR M
10 ALPATIGE o BRRIIE AR 2I 30 MREZINE, 2 W& 4, Govt 7 Hr )28 57 R4 4 4. 65% ~

8. 98%.
[0109] & 4 43 M IE)KG 2 B I,
[0110]

U ML (U/mlL) ME ot |73 Hia v (%)
30 30 8. 98
90 30 4.65
150 30 6. 89

[0111]  (5) HEFARE VRN

[0112]  7E 2 BIR-E MIEREAR TR INAS[F & CAL5-3 SRy, TERK 3 AN IR /K SE [ IS Vs o
FEAS, U I ARTR /N T B AR TR 10%. REINEEAIREE, #% P IR AR TFHE R . K57k
R A AE 90-110% 2 8] . R 2 WK 5.

Cx (Y, 4V) —C,xV
F=C,

[0114] R :[Ffics

[0115] VM AFRAEG BRI AR 5

[o116] Vo : AJEFE SRR

[0113] R=

£.x100%

[0117] € NVEFE SO BREEI U5 A I

[0118]  C, « NUSHE i FRIAS IR AL
[0119] G :FRUE IR

[0120] 3K 5 MEMAE PP —8 I Rl sz 46 B i

[0121]
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CN 103048461 A Ww BB # 8/8 i
s Ik WG E | WEEEE | BRE
FE 10
(U/mL) (U/mL) (U/mL) (%)
50 56. 55 57. 60 101.9%
6. bb 160 106. 55 113. 20 106. 2%
260 206. bb 206. 156 99. 8%
50 58. 97 54. 72 92. 8%
8.97 100 108.97 113. 21 103. 9%
200 208. 97 219,13 104. 9%

[0122] (&) RFN G R VPN

[0123]  XHRFEHF MR I S R B S PR CAL5-3 A3 IG5 /1K) B IR B 1 (AFP) e IR
PR (CEA) B il i K T AE IR B A, DUIAS T VEATIN 2 » 25 R WK 6, Ak 5 AFP. CEA
YA XN
[0124] % 6 FF S iEsniG
‘ SEOUG Wk JE | JE BB CALS-3 Wik
X RN
(U/ml1) B (U/ml)

[0125] —

s &E A (AFP) 1000 <1

JE R PR (CEAD 1000 <1

[0126] (7)) AHMEVRMY
[0127]  HIRFEAIRERS 2 5] B4k 272 RGBT 100 43 A B AE &b (5] i R4 A0 o LA

It 2 W P 3, DAAS I B 732 B0 (9 L3 CA16-3 Y B A R AL b, LA ROCHE /4 =] &0l
58 I & R AR 1Y 73 M, AR T RE N 2y=0. 5011+0. 9750x, FHICR LN :0. 9828, £
ek A A PSS R, A T7 AR R S & I AR AE AR AR Stk R4t

[0128]  (8) #faE T VEMY
[0129]  SPRFIES BT 4°C 124 BRI 37°C 7 RIFaE MESZ R, 45 8% IR F) S brvE b

KGR L TR AZ A b PRI TR)RS 55 J5E S8 T b 2 8 1B i [ 2 Y, ) A vl i
1249 H.

[o130]  _Fad St i) 2 oA Ui A A BT B AR A S B Ry o, JE HIRE Al BB IR IR A
LR T ARA ST A B LU, O AN E LK PR AR BT DRV [, LR 3 A< 5 1]
i A0 S5 AR PR S5 28 e A BB o, SR I8 o AEAS R B IR PR B 2
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CON 103048461 A W OB B M 1/2 7
1000000 - *E;?[EE Hﬂ &
800000 -
600000 4
i:-d'

:l% 400000

200000

0

1 | 1 ] 1 1
0 100 200 300 400 500
W (UmL)
K1
30000 -
25000 - v=2246% + 684
30000 -

]

£ 15000
&

10090

5000

D H T
0 5 10 15
U/ml
K 2



CON 103048461 A W OB B M 2/2 Tt
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patsnap

TRAFROE) —FE R R CA15-3M KB RL(L Z & N E R F & R EHR 77 A MM 5%
DN (E)S CN103048461A N (E)H 2013-04-17
HiES CN201210550173.1 HiEH 2012-12-18

FRIRE(ZTFB)A(E) HMNEREENELFRLF

RF(EFR)AGE) FAMERBENEHHRLF

[#R1 KB A FKRA
EpE
2.9
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RE(®) 1000000

KR R — R RCAL5-30 SR BB AL 2 R KM AT AR H 4] _
SHIERBNIA | BARBELERABIRCHEARCASIABE oo
B, SHETARANRAN DR | LR A AR _
B ECA5-3F MR | BIRMBBER B BECAISSHAE .
M BB S B R CA15-3 5 SBRISMCCRI2-TE MR, & _
EREBEEUBEAFNES LBEAREETEARCASIETE 2 o]
BN,
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