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(W& BEMNT; L L&

()FLAF, IR FLAL A 850.08~0. 10wt % , # R BRI M B it

I H ik # BRI pHAEL N6 . 0~8.0,

2. ABURESR PR AR BT, R EAE T, Ir A A R &R - iEEA ABED (Y
TBEH.

3. QIAURIEE SR AT IR (8 B, HASIEAE T, Frid B B A 0 & &8 30~90g /L.

4 QBUR)EE SR LT IR B AR B, HORREAE T, Pl 2% v s ik B - TR IR 22 M WL (PB) Tk
MG Eh % AL (PBS) « = F 1 AR 2 B R e Eh IR B R (Tris—HCL) B H A A o

5. QAR ZE R L BT IR BB, HARREAE T, BBl J8 SUL i & & 82 ~5g/L.

6 . QA A B SR 1 FT I i B, HERF AR AE T, BIrad 19 LA 1)k B < I 0 B 3R 4 & 0 Tk
E1005. JIE Wi BE R A M TEE1 304 B H A A o

T ABUREE R LR B A BV, HORREAE T, I W BB 0 5 e B 1 2L 1 — Pl 22
Mo
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(b) Bk 4 JE R e 56

()BT FEH.

8. QAR EL R LT il B AR BRI, HRFAEAE T, BT IS Fi B LA LA T () — Pl 22 Pive 1k -

(a) T # BERAE I8 N L3280 80,55 X 10 ~0. 75 X 10*uS /cm;

(b) Fr i Wi B9 AR DN e AR (it 1) 92 188 He 9 250~ 380mOsm/Kg ;

(c) Tk s B I pHoR T . 2~T7 .8,

9. — ik MR, AR AE T, Firad il 7 5 A0 B BRI R LTI B A BV
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(00011 AT W1 B AL it B AR AT, FL AR e — vl L 75 B 54 ot A R B L T

BEEAR

[0002]  H HiHi AL 4 B 30 5% o A AR HAgR A TR 55, B Bl AR B2 v, R DU R R, A
U, K% RS P LAEAN TR Z BRI, 7T D43 il e & 0 e A7 A5 T s B R AL A
H B Pl B e PR S e B 1 0 o AL, I R 36 PV 2 S8 4B An B T A2 =
BR P (A 14 19 300 438 4o A ASC ARG W 482 Tk Y TR 6 78 ) R AR ) 2 22 Sk RS MR A R ke P R
(I TR D), (A N 45 AR A R PRV ] PR S 75 BT — B L B B A BT B 1
(RIS SR B B S 3 B AR I RE AN & 22, AT P B RFE &K, (R A AR BV R e PR
R 222 W0 B IR — R BRI 3 A 5 AT 2 BB R A 45 L 1 i PR R ] &
M

[0003]  E &, [ Py R BBy 7 B R0 R 22 BB B A8 F IR 38 101 ) B e 3 A 2 2 gk 1
G ST A FEAERA AL L RGBT B T S 7Rk O AR Pk s AR B3 0, 3 1 28
T T A S T B ARE AR B 05 43 B SOV 2 B il PRSI 1 32 B4R 2 — IRl 3a
DI St s 0 B 77, 398 B S W AR , IR S SRR o DR i g — PP B 4 B AT
FERE 0 B 3 S o A S AR RS S K

(00041  RAMA A [ ) Ho 8 2 A (SRS, 00 10375 B AL 2R A A v e o B 1 5 DR MR 060 5, S 2 T 5
M EBERZA : DIUR PR SR A Z 17 508 B pHE ; 2) B AL R FU A I b 1 A& 1 iR 14 3
% (R VR ) « 3D PR HUAR R 357 20 1) 45 74 B R A BT 75 1 598 OIS s D Pt S i 44
SRR F P R AR ) S 0 RS BN AR AR HEAT RRRE , F e 2 U I TE BRI R R
A RINET, DA sk 75 R B e 4 DU DU B 75 (1) e A S B 26 A

[0005]  HLAFEAHIE , 7EIG RIS H L 2403 O SR 2R R B AS R IR 00 A 13 F 28 1Rk B0
A TR R KON IILIE BRI R RE AR AT 0 8 S AEAT AR I 5 (EL2: SR Al ) 2 TR /K B AR B Eh /K AN R 4R
PEBJE BT BT 75 () B S R R A ARG I 25 SRR ZE 350K, AR AR R A I PR I 12 T o

[0006] 20094 , X1 fig 6 S , SR FH 3G T35 B 6 LR sk B C CRO 3R JEE AR 1% I 375 13
A7 FRRERS WU AL 775w IR S (1) 3 52, LR W &5 DR S (L T 0 8 P2 S (ER AR H 8 TAE
FH R K ML A (R R LT AT 40 W 5 5 52 380 S5 500 o 2% XS IS PR O o) T FH 28 6N CKAEL )
TE ML AR 9 AR BEBONT e (LI T3 CRAEL I 52 v, A I 285 SR 75 54 NI CKABL HITBR 4L, DRI I, 45
VR 25 FEI, R IR RAS T2 W h A 1 22 AME

[0007]  20114F , 4> SCMESEARIE , F) F A ML 2% (HBsAg JHBV-DNAFIHHIV-1/HIV-2 £ B M) H
1] B 0% L ¢ A PR VAU A i b s 1 AR RV AT AR BRI, Ar &5 SR 5 IR e W P 2 e L AE
et PR I ] P o [ 4 38 A 5 R FHVRL & N T PR T3 BRI 0 /N A LT 1 9 B AR RV
201 245 8 PRy R FH 59 T A 3 9 P L35 25 - D 2 3 0 0 R VAR, 5 R IILL 375 ARE S 5 0T HC G 8
ATR I, HRIRAT R G A U &5 2R o SR T EH T AN PR IR B LTS S SRR AN AR e AR T =97
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AR K S 00 o B PR s ELA TR e U5 B v, A BA P L 375 F) SR bt I AE — B AME T
PR I8 MR BE A, TE iR N ML BRI , it A& — P /MR LR ST R A R
VEAE AT , A28 PR R A S AN T DR AT 5 0775 BRI A ARS8 2 R A v, SR B 4R
AN BHPE LIS B /A= LT BEAT R R , 32 st I TR) R i, ARAEE A RETR 5 29 2, 2 80
MEEREF G R mZE -

[0008] PRl bt (I — Al B A4 Ak 77 2 45 LA iR R0 S A 0 465 RN i m] &, o HRCR R 4, )
KIRS R R A7, I HL RT3 A AS [ ) i PR S B 12 Wi T ) ML 375 B80T 3¢ AR AR R R R 5ot T M
RER AW A 2

RIAAE

[0009] A< BH A B A AE T BRAE — Fob 200 375 B AL 252 A6 o s TR VR B LA i PRI 242 W v i
[0010] A B 85 — 7 T FR A T — ol oL 775 MM AE o 6 RV, T S8 A R 0. 5

[0011]  (a)ZZhE il s

[0012]  (b)HEH . FIAAEAR G EN10~100g/L;

[0013]  (c) & ma s A K

[0014] ()RR FLALF

[0015]  Jf H BT iR MBI pHIE 6. 0~8. 0.

[0016]  7E R —flikWi , ik A& IEA MG EN ILEED IS E .

[0017]  FE S —ARIEHIH, iR G EAEE  AMFEEAVAILEAEA S EA &
HE A A

[0018]  £E Fy—fik il , Birik B 8 2 iR TR AR

[0019] 7 —fLide i, Fridk B8R 1 & &30 ~90g/L.

[0020]  7& S —fik W, Frik B 8 & &R N 45~T5g /L

[0021]  £E 53—t B, ik 2 phid Wik B « BRI A W (PB) (T R £R 22 i I VL (PBS) |
=R REER - IR M E M (Tris-HCO B A A

[0022] 7 7 —ARIE B, Fridk 2 v i & & 80.01~0. 2mo 1l /L, L& N0.01 ~
0.05mol/L,

[0023] 7 F— e , Bk il 4 & S & = h2~5g/L, ik 3 ~4g/L.

[0024]  7E 55—kl , Brid il 4 fm &A% [ :NaCl KC1 B H A & o

[0025]  7E S —ARIEHIH , BTk FLALH] S &R0, 08~0. 10wtd, %75 B I o B St B
i, AT B N0 . 09wt

[0026]  7E 5 —HLik b, ik FLACFKIE H - i B SR S 2 Mk

[0027] 7% S —HLake ol , iR FLALFE B :E1005.E13048 H 41 5 .

[0028]  7F F—fLide i , Frid FRaIC ARG E B T AR —PEl 2 P 5 -

[0029] (a)&JEEFEEW;

[0030]  (b) W& JEIm RS, ;

[0031]  (c)BfifE .

[0032]  7E B —HLik b, Frid & @ B FEE AN S8 N0.05~0. 08wt%, & Bk o &
T, %50 06~0. 07wt%,
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[0033] 75—l , Frid 4 B S 2 AV B :EDTAEDTARTA M) HA 5.

[0034] 7% 53— PLik il , FriREDTART AW 45 EDTATR S JE L . £ ZBE- W -(3-E -4
TFON-N" - 2, 13 (EGTA) .

[0035]  7i B —fLik i , Frd il 4 JE i B #h 1 & &80, 2~0. 6g/L, HLi%E N0. 3~0.4g/L.

[0036]  7i B —fLiE W , Bkl 4 JE iR R #5128 1 : Na2S04.K2S04BLH A A

[0037] 7 Jy—ARi&Hrh , ik Bl B 7R 3 &80, 03~0. 08wt , # A BRI B = v . Pk
H0.03~0.05wt%, AL MO0 04wt%h.

[0038] Y& —tLik ek , FridBs FEFII% B « S %40 Procl in300  XUIBK e kg S K | S 188 R pf
il 1 —F2 FE ML e 2B L 2 R B AR IR AN A B L R R R P R L R LR 2 TR LT R
FIB A A .

[0039] 7y — P v , vk FREA EH LA T 2 70 A A -

[0040]  (a)0.01~0.2mol/LZE VA ;

[0041]  (b)10~100g/LIA & ;

[0042]  (c)2~bg/LE4: EA W)

[0043]  (d)0.08~0.10wt%ZLLFA;

[0044]  (e)0.05~0.08wt%%: J@ B T B 5

[0045]  (£)0.2~0.6g/Liis: @RI E: ; Al

[0046]  (g)0.03~0.05wt%; /&7

[0047]  Hoop, ism {1 A EHE MBS T

[0048] 7y —PLide i , Fridk FoBa B AT LA T 1) — a2 Pivke Pk -

[0049]  (a) FTR B V7L 30 T I HEL 5 380 0. 55 X 10°~0.75 X 10*1S /cm;

[0050]  (b) BTk i B 9 Ase DAL A Fe (it 1) 12 12 1K 9250~ 380m0sm/Kg 5

[0051]  (c) Frik#i e I pH AT . 2~T7 .8

[0052] 7y —PLade i , Bk R MASE A g N ML BRI A o

[0053] AU SE — 5 HRAL 7 —Fh i o I3k, ik Iy vE AR5 A8 S — 5 T Pk 14
TR VBB AT L7 B AE ot s W ) 20 B

[0054] 75— ARkl , Bk # R T 00 e s SO R BE S R R e A & =, g
R EA ARSI ERAER RS ENEA .

[0055]  7E Sy —fLiie b , Firid a2 2 AR « 075 B w10 e A 540 i 3 R e 1
PRSI G5 22 4R AR o

[0056] Ak BH &8 = J5 [ F2 i 1 — iR I R0 &, BTl il & A0 5 55— U 1 BT R 1 # RE
o

[0057] 7 —HLik b , prid il E s R U B P A T B Frid fe B ) 75 48

[0058] N IEf , 7E A & BHYE R Y A, AR B IR B0 25 5 AR R A AAE T SC (s i 1)) o B
A IR ) B B ARPFE 2 (A AT DA T AHZE A, AT RGBT (R BROLE  BR 77 %6 IR TR , 78
AR —— R,

BRLEAR
[0050] KB NZEid 2 IR NI FE » R AN AR 5 R I I R ) A VL T <
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S AL A R B LS B A o R RV S B BN B PRV YR B 2 DA B /N i
MR AR L, B R 0 25 SRS 3 e i L ] AR IRAF IO 45 AR SRR il B 5E i T AR
i

[0060] Ak BH A G2 IMPIE W B ) VI 4 8 S AL AT 4 SRR R Sh 1K 5 B 1R MR
AR

[0061] Ak BHFTIAR “MTEi% ™ & fa FvRat ol DAL FEZ A -t m] LA 24 5

[0062]  [fi yEER ML JR A it R R

[0063] A BH H A B 1 Al o B G : B A VR Py ORI & B A& e, o, A iR
A EAAFRAMLEAEA FIEAEA . SIIEAEASANNILEEA , B
H: NG AEA VSR EA . SIEA &S, BE NG EA .

[0064]  FREH 1 R IR & & AL 5 A N L5 B 2R A S P I B IR AEIE AT, AR A
= IHAREOE &, 25 2 AR R R R R T AR AR 52

[0065]  [kAb, A3 B R AR 515 IR (R R IR B A& 2 ) LTS B 2R A A p R b il R D &5
FAEF ARG 2SN F E R R — AT, AEA NS ERIE N10~100g/L, ELEN
30~90g/L, L1k 45~ 758/ Lo M AT BB A Rk FE A SR AL 1 B0 () B SR B s )82 e
i AR 1538 BT (250 ~380m0sm/Kg ) , M T 58 AF M B /&7 1 4 8 i Ao A W A 1% 5 R KG 35
. B E & SR, MRS A fe 1R AL ML IE AR AN h J5UA I IR I2 38 e 3R B, AT 3 B0 R
JEFEAH I 8 B B IIE AN HERA . B S S me e S AR A AR

[0066] Ak BH 1) FBE VR AZ SR FH o R R R 47 45 8 AHL A T B AS[E) T B A2 En i A
PRI R B LY , HRIFEATEE AT =7 HLAN K S I Hh Bl A Bl B s ELAS ] ¢ 0 23
NS P LT ) SR A v A — 30, AN T v i FRRRE o 1T AR 2 W ) AR m] e T
AN B W PR S 5 2 W T E A, AT AN [R] N LR A AR FR I AR 8 B B E R, A X
ANTR] RS T CREAS 3] 6 T A5 4R D) 3 B 40 IR b LA AR s 1 e A o

[0067] A BRI E B LA AR TR T D0 R R, DASR i A B J A DU
AR RS L

[0068] 2% i MR AL 106 AN 5 45 & AR & IR G PP L, — S a0k 1 49 0. il - R IR 2%
PPV R (PB) Tl i 6 52 I VR (PBS) Al = F4 FR BL 2 AR bt - 3h IR 2 B MR (Tris—HCL) , H T
2 M VL) ok R B T DA B R PR K /NS 2 56 AR 3R R R 8 7 AR AN R 2 e, S 350K D 45
TREASHERA o R AR R B G2 i W & LI 0. 01~0. 2mo 1 /L, BEARIE 50.01~0.05mo 1/
Lo JF How I 22 i v pHAEL 1) 8 75 AT A3 A B p B 4E R 456 . 0~8. O (AR AE7 . 2~7.8) ,
M b S A e B A R it T Bpeidi ELpHAH -

[0069]  FEAJZHH b , 2% ph s v m] R F o MR 5 VAT 1) 2%, 491 7010 . O LM PBSER bk I T 1) g
LR T PR

[0070]  1.ZHA M :137mM NaCl,2.7mM KC1,10mM NagHPOs,2mM KH2POa;

[0071] 2.t & : 1000mL;

[0072]  3.PCHiJ7VZ

[0073]  D#ETFAA, BT 1ILEEMF

[0074]  NaCl8g:KC10.2g;NasHPO41 .42g;KHoP040.27g

[0075]  2) () BEAf N N Z9800mLIKT 22 BS 7K , 784 bl VA i
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[0076] )V NIk EL BB p B A AT 7.4, ARG I\ E B TR BER E R E1L;

[0077]  4) @il i s K G, BIELRAT R BEELEI ]

[0078] A BHAS AR il 4 JE S AL & =k N2 ~56g/L, BALE A3 ~4g /L. AT f
BRI 5 2o (FH7E0.55 X 104 ~0.75 X 10*uS/cm 8] , fF9E T R Hudk i Bk 2 B
T B S TR . — BRI IS B S Y AHE :NaCl KCIB A 5.

[0079] W T Ak BA R REVR R AT a0 b Fridk (9 HL 5 20 78 3% s Al pHAEL , DR R0 A A 3R AT R B%
I, B RE IR R DA 4 3 B I o A4 B 75 1 e A S 2 2% A4, AT A R 17 I 975 B 2 A A v e o £
[ N 5 SR P A T RS 5

[0080] 5 4b, A BH I A R A v AL 4E — Bl DL 1 09 2L A0 R0 DA G b B e s 0 1) 70 1
VE PR BERG sa EEE i, A B H0.08~0. 10wt%, fEdE N0 . 09%, — 842 1) Ak 71
AFEEAIR T IR B R A IR TE o, IE 0T B R SR TR A4S e i) T B SR A L e
W+ =R R A RS

[0081] ¢ Hridk g o 5 3 A6, L M Tk (AR ), MON R AR g B, & IR T iR 5 A 4
S5 0 R e B 1T )45, HA RO R-0— (CoHaO ) n—H, R AT B AT 32 5L n L FRR 2
YSATOWI 115 % QRN 9 K i o e ek WA B SO E VG S

[0082] Sl M SR AH £ S T , B JE =8 IR A o, He LI SAE 1005, RIR Y Cio Hn=5 5 5744
T =EERA LN, BB EER N Cis, Horp L1 E1304, RIRACi3 Hn=4,

[0083]  FEAY ARG A A IR R VETHE A, A & B ARV AT & 1 2 B 3 T AL — Ff
BEZ P : () BB T EEW; ()& BIRIRE ; (c)Bi .

[0084]  Horp  #ZM B S H &I, &BEFE SN & EMREN0.05~0.08wth, H ALk
N0 .06~0.07Twtd%. —FHLIE I 4 J8 B 25 VB 4H5 : EDTAEDTART A4 . Ho b EDTART A
FLFEEDTARS 4 J& £, (EDTARMEL , PA J & B - (3-2 &~ L ON-N" =Y Z, 2 (EGTA) o fLde
EDTA%ZN L .

[0085]  F AR Bl B &, B B AIE & &1L 80.03~0.08wt%, BEALENO. 03~
0.05wt%, f Y0 . 04wt — S PL (1) 7 J 7R A0 4 « B BN Procl1in300  AUBK M L FL IR |
S IR R IR A | 1 — % L e —2— B I £ B SR AT R BN 8 DR R R R DR R IR L B
SRR A (VYIRS MFER RRERID.

[0086] A BH 1 A TR R 5 AL A 40 I YA 8 R4 AE LA T X )«

(00871 BHAG 1) HHLY0HA: 8 SRS WU (34 S A A A, T A Y 10 6 e R P Tk 000 L 375 B30 1
FEAR T A A MR AR I AT () IR0 B ) A2 P T I A of w0 A e, L 32 84 % T ifi 4 A
(R TH ORI 43 28, W& 20 8 A S 3 0A R IX 4 1 A T 28 56 T AR B () s R v FH T 5
MEECE MK R e & S &

[0088]  FrikiEiE & NRe Sk K AR A G I E D, AR LGB K H 5 & Ar
BV R B B R ) B R b

[0089]  Jak YL ME 7 55 S 1) B 58 2 PR b » K A% % Pk 2 1) B0 928 22 4 b, 161 40 24 B 36 1D 7
HBsAg , NG B BLbEmaEH1V , AL SRS R EEHPVER

[0090] 7% BH B AR R AT T3 11 B B 5% 43 B A, A8 HANRR T « 38 [ FfERT A W)
[FJAXSYM, 4 A A] I Vitros ECi . DUv 8 - /REFIDX1800 v [ IR Vidas BRI H A KR
HATA R FAL2S (B IA1A-2000ST L A1A-360A1A-60011 ,A1A-900 ,A1A-900M.A1A-900L . A1A-
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1800ST A1A-2000LAZE) . B KModular EVOSIE 4T .

[0091] A% BH FRBEML Y il 2 J7 V2 R B DL T P IR

[0002] (1) &HDHTIRE AT IREGHE

[0093]  (2) 115 T 4316 A1 WL I pHAEL , R il 75 A BH I AR RV

(00941 7% B 1) F B VRLAE 1) 2 BN, 852 43 (V0 NIt e 9 e A B 2R, RR e IR B VA 1
BEA] o —ARIE R 712 B -

[0095]  (1)EC#10.01-0.2mol /LEE AR , pHIH 46.0-8.0;

[0096]  (2) AP ER (1) BB A A & A, &R IEN30-90g/L, HiHl: i H T2V
[0097]  (3) N & B AN, KR IE N0 3-4g/L, Bt , 7 VA s

[0098]  (4) A& JEEFE AW, LR IEH0.05-0.08wth, Bt , [ H 77 1A 5

[0099]  (5) INAFLALT], 4590 08-0. 10wt FitHE , i H a7 1R 5 5

[0100]  (6) AP B, 44 5 90 030 05w, FitH: , 1 H 78 73 V5 8 5

[0101] (7)) FHIOME UL AN A VR ER SM AL PR VA VR T T pHIE 257 . 2-7 . 8, TR 20 5

[0102]  (8) =% E30minbl I ,2°C-8° CIRFF,

[0103]  SBLAH AL , Ak B 32 B4 2 A FE

[0104] (1) A% WA I AR R FH T ARG DAL V75 B A AR T B 1, HLAS I 25 SRR 5 o
[0105]  (2)4 A% i WA 1 AR R FH T ARG DAL V75 B A AR rp B 1, HLAG D 25 SRk 5 15 o
[0106]  (3)AK AR A R i At

[0107]  (4) A B FRRE AT K IHER B (R A7

[0108] "N &h & H ARSI, 3t — A IR AR R B o PR A, X 6 Sl 46115 FH T 10 BH AR R B
T AS BT PR il Ak B AR5 o T 0 SE it A8 wh Ay B B AR 45 R 1) SE B0 5 1, T8 e BRURS 4%
PRECHE IR S R BT B R SR A PR AR AU B, I A e v B R L =
[0109]  BRaAE 54T X, X BT fl I BT A Tl S5k FE 5 ARSI AR N ST SR I &
SCAHIE o BEAE , AFART 55 i ic a8 9 28 AR ABLBSC S8 S I T v Sop RS BT R T AR R B 7R o S0
BT i () 35 s e 7 v 5 RMUE RV 2

[0110] My FRAS « A K BH S e 451 v BT A1 FH 1) 100 375 Bk AR A A 290 JELCA19-9 (Carbohydrate
Antigen19-9) FI A 8 JEAE P IR i = —B IV 4 (human Chorionic Gonadotropin,B-HCG) ]
M EFRAS CHH BRI ERBL HR ) .

[0111] SRR e B H AR GZ o i A & IR R CAL9-ORE AR B (L5 -
1450770) FB-HCGHE AR (it 5 : C853591) o

[0112] St fF AT b5 o, 2512R L H AR 2R E ATA-2000S TR 4> 3 B 5 9% 73 A AT LT
B LA W 43 #r o

[0113] 43 51| % F 2 WEARE i ok B 457) 605 88 R0 RSS2 e 437 6 B VR Yol A [ e 55 1 4 2547 JFLCA 199
HAIB-HCG 1) LI bR A HEAT 15 LU R B, S8 i SR PR A ORL G G vk (AR T 12 OO “TU R
¢ TG ORL I S 43 By b U =B b b 5 0 JORL FH B 9% 43 A S5 PR 2008, 15(5)
306~ 3075287 YHATIE , VAN o MBI PERE o

(01141 AR B LA St 1] %o b 48] w11 L 375 B3 0L 25 s e i ok % R V%, g %% e o 04T
TRA K%
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[0115] "N 271 5 jte 451) 5 ok b 48] v (160 28 6 J3 1) e R i B B I BB T 3
[o116] Sl
[0117]  FBERP XA S5 EEMRIFIR:
[0118] 1
0.1M MR LhZE PHEW (PBS) | 100ml
LMEEHEE (BSA) 20g
(0119] At 3.5g
EDTA- 4l 6.5mg
i 7 I B AR LM ® ok KON
0.08wt%
NaNj; %o BN
[0120] 0.04wt%
pH 7.4
[0121]  SEjifif52
[0122]  FiRE P R 5 &5 &R
[0123] 2
0.1M IR R MW (PBS) | 100ml
s HEE (BSA) 90g
R 3.5
EDTA:- 4} 6.5mg
[0124] | Jgjiims S 2. 4% &k B K
0.10w1%
NaN; ®ow moH
0.04wit%
pH 7,4
[0125]  %fEL ML
[0126] FHBEA P S H 0 5 & &R
[0127] %3



8/16 T

[0128]

[0129]
[0130]
[0131]

[0132]

[0133]
[0134]
[0135]

[0136]

CN 103487313 B W OB B

0.01M @& L2 v i (PBS) | 100ml

Mg FEE (BSA) 5g

S 3.5¢

EDTA -} 6.5mg

I 17 T2 5 B, £ 0 %W E K
0.09w1%

NaNj “®owk BN
0.04wt%

pH 7.4

XL 12

MR & 5 5 5 B R AT R -

*4

0.0IM R0 (PBS) | 100ml

B HEE (BSA) 130g

AL H 3.5g

EDTA- —#H 6.5mg

Pl B B L o S
0.09w1%

NaN; noWw KN
0.04wt%

pH 7.4

XTEE 43

MR Hh 5 4 5 5 B B IR B TR -

%5

0.2M R S22 PP (PBS) | 100ml

I A E (BSA) 90g

S Ah 3.5g

EDTA- 4 6.5mg

NaNj %ok BN
0.04wt%

pH 7.4

10
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[0137] mmm

[0138] i AEIEEH M IEH ARG MG , 45 : CAL9-9 N B MR A i (2 /D 1) A I
TBIR A ) MIB-HCC A A PEVR & M6 (2 /b B NG TR &)

[0139]  YHEmf I 2

[0140] AR B A I 7 V2 2 SR FH 13t T 245 1 SR B At Xy s v s ) % v B T 92 33 AT M s
T

[0141]  AERAFERIIEE S BAHM Z BRI - 1 ELAT1A-2000S T4 3% 73 BT CA19-9(1-400U/
m1) A K B-HCG (0. 5-400m1U/m1)Fer il 2 14 Y6 [ A IS BH MR L35 SR FHALA-2000ST 5 9% 73 A%
A3 SIRFCAT9-9 LA Az B—HCG [ 7 ML 75 REAS HEAT 109% 35 52 , B F M8 45 320 & [0 1 1 35 oh 6
I B A AR, 45 50 : CAL9-99K & LB 79265 . 8U/ml , B-HCGU [ BB 4331 . 6m1U/ml . 5%
FH S Jita 9] 1 < S it 450 2801 3 EE 9 R85 BH M L V5 AR A 1 BhBEAT 5015 L 10045 LA K2 20015 #i Bk
Je 8 B I L 75 AL A8 1 B-HOG B CAL9-99K JiZ , 5/ B 52 T 2 ARG M 3% o A I 25 B N AR B F 3
TR WA 5 3518 38 DA R A5 005 IO 2R AR K DU P R 6, R TPl s«

[0142] K6
[0143]
al RRE| CA19:9 (Ufml) B-HCG (mIU/ml)y
R v _ . _ "
o i A1 R el o 7 A s B O A s v P R e e
ol
WEgR | 2629 264.4 2306 2610 | 3276 325.4 369.8 322.8
5045
S5HEMME] 1.09% | -0.33% | «1324% | 1.77% | -1.21% | -1.87% | 11.52% | <2.65%
s R 258.6 271.8 2248 277.1 3254 329.7 377.2 345.9
1004
HEMWE|] 271% | 2.26% | £1543% | 4.25% | -1LR7% | <0.57% | 13:75% | 4.31%
M5 25 256 275.9 2133 280i6 | 3214 | 337.8 385.9 349.6
20045
HSHMEWE| 369% | 3.80% | ©19.75% | 5.57% | -3.08% | 1.87% | 16.38% | 5.43%

[0144]  Hy 645 AL AT %N, SR HIAS I IR AR AROREIRL » H ML75 AR A AR () R DAk B2 A 5 L 7
TR AR ST LB R AR 22 7E £ 6% LA P, AR A i 5 o EL A9 1 b 24 M7 1 8 R R AR, o
T AR A R P A DA A 5 LA B 22 KT 2 10%, i 22 B0 K 2 5 Bl RS W 25 SR 1 2R 1%
WA, B e AR PR ) A LY 1) i R R T Te i e L B HE R

[0145]  $7

11
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Kl CA19-9 (Uml) B-HCGK M Z5 R (mIU/mD)
~ PR
~ SRl | % Eee L2 X epla
262.7 268.1 323.9 334.3
[0146] il 25 8 266.2 280.9 330.4 349.7
504 259.9 284.4 328.6 353.8
BiE 2629 2778 327.6 345.9
H5EfHEmE | 1.07% 4.51% 1.19% 5.18%
1oofs | MmsE 252.1 2737 329.8 350.2
269.3 2960 321.6 359.7
254.4 281.4 318.7 364.4
YiE 758.6 283.7 323:4 358.1
HRMME | 271% 6.73% 2.48% 7.99%
[0147] 265.2 288.0 332.9 355.5
ME R 249.9 2993 318.1 380.1
20015 253.0 281.9 313.3 364.8
BiE 2560 289:7 321.4 366:8
S5HMEmRE | 3.67% 9.00% 3.07% 10.61%

[0148]  MRTATLLE H, 1R A B MLIE A B Cof e 454D 5 AR R BR AR BEVBUAHLL , 5 B
LR 22 B 8 T AR R AR B 5 B IR ZE , B RE A5E0BR K , Fm 22 B RO, B 1)
TR P AT

[0149] Wﬂ K5

[0150] B FE AR N 77925 2 SR 1 i T 245 e = B At ) b A I % v AR T VR AT DN s R
HE.

[0151] k5% B2 48 X [F] — A0 FE AR BE o B8 R 0 e , R/ o & SR AN S R il P A,
T2 — PR BRI 2 BT S 0 AT TE) DA R At N S5t 1) 20 S R 4R R o i R A SO L T — il
VBAE 52 R T R MR AT R

[0152] (D4 G % &

[0153] 3 #fr ARG 25 B2 30, A2 4R AE [F] — R 43 A e v, I 4 SR I A2 S 00 o SR FHATA-
2000STH I3 43 A3 43 BIXFCA19-9LA K B-HCGRH VML 7 REASBEAT 10f5 7, SR G BE AT 2 1k o>
AT PRGBS (n=10)) , B[R] — I35 A AR AE [R] — R il 36 3 55 0 5 1OVR I BEARL I P 250{AL
COMFRAEZE (SD) , 28 5 B (CV%)=SD/Xek 100% o K W25 T A5 T8 Sz W 52 AR B8 e LA s Bk 5
Ja 4R PR, 45 R ARS8 FTR -

12
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[0154] %8
[0155]
e CA19-9 (Wml) B-HCG Emlml)
brig el SREEIL | SEREfz | owrtefs | W Eefle | SeEEE | s | W HeEy | shfila
—‘TLIV/‘]{K)E 263.7 266.8 272.6 265.5 1762.1 1788.8 17904 . 1802.7
WERE | 48 52 12.8 213 41.6 493 88.4 174.5
[0156]
1.82 1.95 4.69 802 2.36 2.76 4.94 9.68
CONVY)
[0157] M KSA] LA H A & B B R B BEAT BEAR TR RE 5 1948 5 R EE XL 151 S R4 40 B

FHEL , A2 5 AR B 3V A 5 15 B 49 4 ) A2 St 2R B3UHTS Iz k17 5% » [A] 0 3R A A I R B
PR 7 A K 5 D S 0T 0 B St 51 v 0 R ROR  JE o RI R, A A D ) e R VR AT A
AN i P A2 S AR BRI Az /T 56 B A3 v 0 AR 5 AR B, U P LA R R AN I B i = i v A
ASFH R Ao DUAS 25 1

[0158] @M HTIRIRE B
[0159] 4 HFFVRS B B0 L R AR IR0 5B Dt , 5 205 S0 28 5300 o SR FHA LA

2000ST 43 73 H 43> 43 AR CA19-9 LA A B-HCGRH P4 MLy AN BEAT 505 B , S8 e 3EAT I8 (n
=100 , RA[A] — M5 R AAE [R] — 38 Hh 3555 0 5 1 000k BEARL IV ~F- 334 OO FIbR 1 22 (SD) , A%
5 RH(CV%)=SD/X100%, [F] — kI8 FF KA — K, EE MR, vh 5 HAR 7 REL(CV%) o Fa U 5
TR I D TR P SR AR A B0 5 I 29K P A, 45 R R 9-1 IR 9-2 T «

[0160] ﬁﬁ)—l
[0161]
e CAL9-9 CL/ml)

PRI Jeifl S 2 ey Xt b f4
MEWE | BUR | B2R | 3 | BLR | F2R | B3R | Bl | BAK | B3R | Bk | B2k | B3
Bk 185: 5 185, 4 183.2 184.°3
FRE R 22 5.9 8.8 Vel 274
ERAY o

3.18 472 T8l 148

(V%)

[0162] F9-2

13
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[0163]
B e B -HCG (mIU/ml)
PR L S ]2 PR3 Paghaiae!
Mmws | Bk | F2l | 83k | BUR | Bam | B30 | Bw | Foo | B3l | Bk | B2 | A

SEHPREE | 2704 | 2830 | 2961 | 277.2 | 280.9 | 2895 | 2703 | 3109 | 2830 | 3323 | 2700 | 257.9

B E 2835 282. 5 288..t 286.7
e 12:4 6.3 20.8 39.9
[0164]
4,36 2,23 T 22 13,92
(CV%)

[0165]  MFRO-1HIFKI-27] LAF i, 4% BH I B 3 AT R AN H R Ja (19 28 e R 8505 06k L 461
FBERUAHEL A2 e ZRE8AE 5%30 R Y, T B AU AR BRI ) A2 S R 2808 10 B8 ot 1 5%, PRl R B AR
R R VRLER) 3 A [ K 2 v

[0166] Itk Ab, A BH A B VAUIEAT 192 A B i 11 A28 S SRR 200328 /N T 0 B 51 3 v ) A2 S
FRA U I FL AL T S I B8 S 35 8 e A AR R R ) e MR 5

[0167]  [A]M} , A% & BH () FRBE VR AT [R) I3 FH -T2 40 J5LCAL9-9 A N 4R B IR T It i3 = -B K.
H(B-HCG) ) LI Fr 4% » PR] 1k ELAT AR 2 14 38

[o168]  F AR A FH PRV A L id 1 = B - B HE LI A & A, S8 A K B 1 A B v 5 HAH
EL , R HH v 114 o A RS 25 T

[0169]  (DFth[m) kg 2 i

[0170] kIR KE % S I 5E , BV [] — 49 AL 75 A AR A [R] — Pkl 6 v 4o i) FH S Tt 491] 1 5 it 451 2
RO EE A5 BV AT 20085 A B S M 52 (n=3) , BNEE/NMIE S B 109R, 15309k 1] S0 (B
FR~F S5 OO FbR 722 (SD) , A8 5 R (CV)=SD/X%100% . 56 45 TN 10-1 F1F 10-2 7 »
[0171]  #10-1

14
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[0172]

[0173]

[0174]

A
H CA19-2 (Ufml)
E\ S X4
g N\| sur | som | s | smur | soam | mam
i 82735 | 7962.1 8333.6 | 96352 | 11166.1 | 97093
2 81339 | &110.1 8127.8 74329 | 89113 | 82678
3 84637 | 83456 | 77498 | 9366.1 | 77326 | 86532
4 79864 | 78664 | 79247 8432.4 | 87004 8207.1
5 7854.1 | 81369 81200 | 86427 | 96322 | 8642.5
6 82234 | 79481 8349.6 | 8164.4 | 8048.5 73914
7 85772 | 8099.7 8364.7 | 7671.3 8761.4 | 8210.0
8 79763 | 82224 | 77399 8501.5 | 9109.0 | 110755
9 82195 | 77645 8008.1 74347 | 81678 | 7666.7
10 77144 | 76968 | 76463 | 10610.6 | 98426 | 81457
SEBHE 8064.6 8731.3
b 246.0 1019.3
CV% .05 11.67
10-2

15
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\ B B-HCG CmTtHml)>

- L2 %3 H 4

L F i EiEtile F Hoitk i
1 36486.1 | 352203 | 34698.1 | 38372.8 | 32663.6 | 441693
2 348929 | 34963.3 | 34691.5 | 410023 | 39415.1 | 391933
3 351024 | 368794 | 35786.8 | 43224.6 | 433846 | 352017
4 33997.7 | 35988.8 | 33894.2 | 39743.8 | 440035 | 341836

[0175] 5 33994.6 | 346597 | 358756 | 46994.5 | 378235 | 411755

6 | 341007 | 37999.1 | 34982.2 | 44381.1 | 386143 | 39201.1
7 32873.5 | 345557 | 354399 | 376537 | 346148 | 45176.1
8 347966 | 353566 | 331206 | 41298.6 | 41669.9 | 421624
9 332612 | 35789.0¢ | 348699 | 44552.0 | 398245 | 371888
10 34665.5 | 368520 | 36762.8 | 31487.6 | 48968.0 | 331697

At 35085.2 40017.1

i 1177.8 4339.4

CV% 3.36 10:84

[0176]  MFR10-1AIR10-27] LA th , AR K B B FORETR AT RE AR FORE J5 (1) 22 S REL S 0 B
WA BERUAHEL , A8 53 ZREUAEBTG ] A, T4 B A5 o v 1 A S R s s B8 e 17 5% 0 AT I 2 B
AR BRI AL R RS 55 P v

[0177]  [RIM} , AR BH A% B VA PT [ I 3 FH TR 30 B CA 19— 9 R0 N 8 AR Tk it S 2= —B I
HE(B-HCG) I LI bR AR , A G AT AR 47 14 8 F P , 3 LT R B o A5 s P o 80 252 RS 5 1
[0178]  SEjafs5Re e M Aar Wil

[0179]  (D#ka & Pk K I

[01801 P A R IR A R R (S 19 1 B SE T 451 2) 5 6 bl )4 F% B COE o N PRI ) B 37
CHEEAE T, 530 T ETR ISR LA HE 30X 2 RISCEE I — 1387 5 FH M L35 5 A8 354750
RERRRE S JE R I LR (n=3) , BE RN B = AN EE 2 (RIS SR FH H A AR ol A ) 2 10 522559
G B ERBE (S ) R R B ML R AR AT LOIR EE R 5E , BT J40{E 15 21 -4 FH
P I35 A A 1 R B B0AEL , A PR B CA19-943 51 9 93520.6U/m1.678.8U/m1 LA K
13145.9U/m1 ; B-HCG43 5] 898 .6m1U/ml 1524 . 3m1U/m1 LA ;216998 . 4m1U/ml .

(01811  DLAR R BF A BRI 1) A6 W 25 SR 5 T R AR YR FEE LA AT AP B oA DU 25 SR R 11 -1
R11-2H717~

[0182] FE11-1

16
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CAT9-9 CUMmD)

k FIR (HEAE: 352006) | 15K (HME: 678.8) [H30K (HEM: 131459

LA N | szl [ 2 [ B 4 S S R 2 e e B S 2 | L 4

1 3486.1 | 35223 | 2884.1 | 6464 | 689.5 | 608.2 |13872.0[13566.8] 9689.3
[0183]

2 34892 | 3433.6 | 3091.5 | 665.3 | 6776 | 573.5 |11643.9|12921.6|162304

3 3514.2 | 3600.9° 3367.8 | 6798 | 6743 | 5327 [1257838|13670:8| 88964

SEHIE 3496.5 | 35189 | 3114.5 | 663.8 | 6805 | 571.5 |12698.2|13386.4| 96054

Wz -0.68% | -0.05% |~11.53%-2.21% | 0.25% |-15.81%-3.41% | 1.83% |-26.93%

[o184] FL11-2

T B -HCG CmlU/ml

FEIR CHAE: 89860 [HEISR CHEM: 15243) B0k (HE: 169984)

AL\ |1 105512 L 404 5 1|39 0 2 B4 55 1 S0 6 12 L 4

1 873.1 | 879.1 | 813.6 | 1467 |1574.4 | 1342 |15550.6|18863.3]12709.3
[0185]

2 858.9 | 880.2 | BO8.4 | 1446.8 | 1522.4 | 1439.8 |17691.1|16420.4|10779.6

3 850.6 | 869.9 | 787.8 | 1500.9 | 1498.1 | 1074.5 |16425.8[17994.7|15234.4

SESE 8609 | 876.4 | 803.3 | 1471.6 | 1531.6 | 12854 |16555.8|17759.5|12907.8

iz “4.20% | 247% |-10:61% | <3.46% | 0.48% |-15.67%|-2:60% | 4.48% |[-24.06%

[0186]  MFRI1-1AIZRL1-27] DLt , AR B A R IRLAE TBUEL 30K Ja BEAT A2 A A BRI 45 SR )
SEAH 5 2 BRI R 22 HR AE £ 0. 5% ] Y, T 0T bl A9 B V5 L35 ARF AN 8 AR ) M 22
W ¥R7 75 24 % , 1] -5 T35 A AR R B AL PR 22 EL B /) 5 3R PR FRORERURR J TH B I, AT AR R
PRI #Re o PR

[0187] @K HA{R /7 A E PEAS I

[0188] W A S B B B VL C SIZ it 9] 1 B S Je 451 2) RIS B A5 4 4 B CLE i A M PE L 375 ) B T4
CHKIRAE , 73 T-64 HIE <124 H o w8 BH 1 375 52 AR AT 5065 4 R, Joker )
& (n=3), BN BEA = AN B o [RIIR A H AR R A m) gk 0 80X ) 6 A B 8 7 B
(S RRFE ) X R M5 FEARBEAT 109k I 5E , B YA (E AT 21 85461 BH P HL375 A5E AR (1) 3 P52
AR A A B2 N CAL9-943 731 9606 . 8U/m1 LA K 4704 . 6U/m1 s B-HCG 43 7124664 . 9m1U/mbA 2
1052.7m1U/ml .

[0189]  DLAR I BF A BRI A6 W 25 SR 5 T 75 RE AR VR FEE LA AT A B o A DU 25 SR R 12— 1
F12-2H717~ :

[0190] F12-1

17



CN 103487313 B W OB B 16/16 T

CA19:9 CU/ml>

B wim
k HeH (EE. 6068) $E12H (EAH: 4704.6)

ERALBN | sy | 12 |9 Heia | SO | 502 | A4

{ 5719 396.3 541.4 | 44383 | 46882 || 34103
[0191]

2 584.2 5874 507.6 | 4564.9 | 47014 | 390938

3 5754 5782 5453 4500.7 | 4696.5 | 3561.8

A 579:2 587.3 531.4 4501.3 | 46954 | 3627.3

T 455% | -3.21% |-1242% | -4.32% | <0.20% | -22.90%

At

[o192] ZFL12-2

B-HCG { mill/ml)

AN
' #eH (EAE: 664.9) |B128 (EE: 1052.7)

FSALECN e H 0 92 0 |2 T S R 2 0

1 6592 | 679.1 | 619.4 | 1025.1 | 1088.6 | 786.8
[0193]

2 643.7 | 671.1 | 554.4 | 994.6 | 10452 | 769.6

3 G50 | 6598 | 6117 | 9905 | 993.3 | 8085

S 651.2 | 6700 | 595.2 | 10034 | 1042.4 | 7883

Tz -2.06% | 0.77% |-10.49%] -4.68% | -0.98% |-25.12%

[0194] MR 12-1 RN 12-2R] LLUA Y, AR MR IRAE FECEL 1 20 H LSS AT REAS R RE B0 465
SR AR5 LA AR B BB AR ZE A 0 . 8-5%0 [l 1A , 177 % B A9 A R VR 5 2 HELRE W
M2 W v13525 96 , 11155 2 MR it PR AR 22 ELRR N , R AR BRI A, DT AR e ) ) A
BRI RAT IR R e VE 7 o

[0195]  [Jy , A5 B () R e VAU [ A FH A SR T JELCA T 9-9 RN BB AT PE iR 2K —B I
F (B-HCG) AR ML b A%, BT BAT AR i 1) 1

(01961 ELAR A PR VR 5 ML3 v A 70 S BRI TE 1 8 1 SR 0 AR B I A B 5 HE A
bE, ST H B i ) FARR E TR AT J R AT O 2F o

[0197]  ZEAI W B I AT SCRRESAE A FR i v 5 FIAE NS 2% , st ) 5 — s SR B 5
SR NS 25 IR  LLAN REER AR, 758 B 1 AR ) _EIRPHRZ A 7 Z )5 RTURE AN 53 7]
LKA B AR5 Pl sh BAB O, 3K e S5 1 2[R A9 T A HR 7 P B BUR R A3 FITRR S R
o
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patsnap

EREH(F) BRI RHERRE AR
RIF(DE)S CN103487313B NI (»&E)B 2016-06-29
HiES CN201310496604.5 RiFH 2013-10-21
HRIEE(ERR)AGE) EEERREARAT
BEERRAGE)  EEERMEERAT
LR E(ERR)AGE) BEMNERGERAR
WIS EZ A RA T
[FRIRE A e
e E
KB A EX3
FE5
IPCH &= GO01N1/38 GO1N33/531 GO1N33/96
RIZA(F) B
H AN FF 32k CN103487313A
SNEBEEE Espacenet  SIPO
%E(]‘é) A NG R
AEWHR—BOERMEEEREERLAE , o Fanss | 01M BREZMET (PBS) | 100ml
NERSHERDE : @FBFER  DEEA , FIEAZANSEN
10~100g/L ; (C)WEMEILY ; UR(AIEENALT | 3 BFIRBRR ¢M%B§E(B$Q 20g
PHIE}6.0 ~ 8.0, AKX HBRSIAE AMIERS MER MR SR
FMASHRBAL | AERNARFEER, TRERERENS ()4 15
Bo RRFEAT T —HEARRAREROEN AN BLR &L BH 8
BRERED LRI AR, ~
EDTA- 6.5mg
LI R B 7 R ) :
Tl RA LN Bk BN

0.08wt%
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