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L AN & PR I LR Sz JE AT IR AR, HRHETE T ALK OB R R (D VB R
ETYEE (2D FIRIKER (3D, BT i i 38 (1D B A @G 1t 52 A R 74 id BT HBsAg Bk s irid
B R AT 4 i (2 A5G AH B 0 B RS I 28 (4D FJFRIR R (5), Tk i<k (4) &4 Bt HBsAg
BAHUAE, Frid Bids 4 (5) & Be 5Pt HBsAg brid Bk = 45 & B FEPi i 18G.

2. FRAEBORE K 1 Pk A £ R i B i S iz JE AT iR A, HRREAE T < Ik
MR AR T BRICPT HBsAg B K Pt HBsAg BRI IR M 52 Ak 1 UK B LA 45 5 7
R AR

3. MRHEBCRE K 2 Frdk FOR I £ FFF R T 0I5 0 S 2 2 4, SLRRAEAE T Irdk IR
Fl B2 A R BRIC T HBsAg PUIRIKI I & B FE LU B IR -

aE AL R T ) 4 AR T R L, FREGEE R ME 2 AR 2 ~ 3 4. EDCO. 5 ~
1. 5 30 NHS1 ~ 3 £33, ¥85], 7E 35°C~ 40°C F R MY 20 ~ 40 4380, bifi f5 R H G2 il v, 19
TEACREYERL T

b & A I 5 G R 16 s N ) % < 4% B B B B, RREBT IR T AL R T R 7 2 ~ 3
#3Hi HBsAg Fifk 0. 1 ~ 0. 2 A FIBIAP S i 0. 5 ~ 1 43, VR5J, 7E 35°C~ 40°C R R WV 3 ~
A4 /NI A3 A RIS BRI R N 5

o~ BT I 5 0 3G i R P L 7 19 S RV RN 7 AN T s BRI 0. 5% ~ 1. 5% [
BSA 7, VRS, 7F 35°C ~ 40°C R MY 20 ~ 40 43%h, B 544 [ W 45 210 BH A i g -k
ATV BT, 15 BN 52 AR R Pt HBsAg PLAA it -

4. WRARBUREE SR 3 P (A £ JHF2R T B0 IR 1) S 28 S A R AR, HRFAEAE T < i 8 it
Rl I 52 L AR P FegOy KL 1 B i sl Ui 11 525 k1 FRPREA% 24 60nm ~ 300nm,
R ) 22 7E 10% ~ 30% 2 (8] 5 JI7 3 768 R0 14k 2 45 s 1 (%) 40 Vs 5 B 4 30emu/g ~
80emu/ g, X N ] 4 Ml 37 W) N4 RE 4 20 #5~ 100 56

5. MRABBURE K 2 Prak AN £ FHF 3 T IR i Sz IR AR 4%, JRFEAE T A T ik
Pt HBsAg HUAAFI ML M 52 Gk DUIRBEIL O 455 T8 SR & 7R AT, I B 55 H 4 M I v 52
HRF AT R A, ARG TE B AR R A HRER .

6. FRABRBCR)ELR 5 P (RS I £ e I T 9 S 2 R 4%, R IEAE T Ik B R
PR s A 1 —Fh s TR B RE & &4 50 ~ 500 nmol/g.

7. FRIEBCRE SR 1 P ARSI £ T 5T R 0 S i J2 AR 4%, SLRREAE T AE TR i
MZE (D hEA P IBsAg WAPUARKIIRE A 1 ~ 3mg/ml s7EPTIA FREL (5) P& A FEHLR
1gG M E A 0.5 ~ 2mg/ml.

8. MPEBRNEL K 1 Prid ik I & 2 T o 1) S iz 2 A i 4%, FORRIELE T - Prid it
HBsAg f 4 Hi ik bt L FR PR R S E Bk sihl O R PR 2 se S i —Fh s
RHL LR IMBUR PRI PUA I BL LR PR S e BRSO R PR 2 v DLk
W —Fh.

9. —FhEEFRCRE SR 1-8 H T — J0 A ad (R 0 £ FHF 2 T Bt 1) 952 J2 B R 4R 1 ol 4%
Jiid, HASAEAE T ARG LU N 8 SRR 2R (LD VIR £T YERE (2D R KB (3R IGE R, ¥
TA DL HBsAg WA BRI E A B TG 73 7l BEiR TN BRET 4 M (2D PR iy I AN 5] X 335, XF
I BRI 2 (4) TR L (5), 19 805 o

10. FRIEACRIE SR 1 ATk S i 2 TR 40 AE i) % S PR T B s IR 48 i 0 A o
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WM CFRERRREETRRREEH &%

B
[0001] Ak W) T Z AR T L ARG DN A s, A K —Pidr il BT e S 11 G
P R AT AR S e 25 T

BREA

[0002]  HBsAg, Jy ZAFRIEHTIR, & LA 589 B K AR R 11, 2 M3 AP B G H LI HBY
PREW. AESPERT R I EIR PG K, 3 6 S H BRI K3, vl o 18 MR 98 (CHD 851
HBsAg #5H5& , FF Al RESL LA BULT4F . HBsAg (RS IS T 2 BURF 2 (12 Wi f S 50l L SAEA T
SR A BRI 57 FRD 06 228 T A8 B i T B0 R B0 25 R0 2R ) s 2 HAT B2 R 7 S
[0003]  SEENRLTE R AR R RAFI B AR, BT 2 W ST, fe i@ B A
FETE Y T AL R AR I o P e AN 9 St bric 75 A IR S e SR A A T, ] £ 5
A0 DR DI B 29 10% 55 70 39 J 1 FHE R P SRR A D b A4k, Tl m]
A0 S I DX = 4 ST AR E R R I BT AT A 5 03 1 AR OK S ve RABUE S IF ) O L )
e RN AGE R E BN E o R, BIEETE B AR 5 R UL RAE LFTAs 32 BISCTE KL
[0004]  $Rifiy, H ATHRE 19 ALY I T REVE 40K 26 0L 1 2 R AL SR LI TTe R 00 il %
15 I HLAH (R 99 KR T I > FER A A (S10,) SRR 00 RN IR IR W e %5 =1 4 44
B R AT R e AL R 1B 16, AT BIRR € 1 K PE R RETE PR ic i bl (HIX L8] 512
W 5 ERAEAE BN BB 2%, 15 BTG T 25 K1 A8 RS K/ E YA A AT R ik
JE SN 3 P A E PERTRR IR S5 5 T ASRE RN R 2 LETAs BYZER L RSF 2 KT
300nm, Hi - BERBURL i K, AR AR L AUk Bl I TR A1, 5 e TRVBE 5 iy A/ NIRIRE 5~ S Ievk
RO R RIIRAG S s 73 ANEAT EYAR RN AAUE LR AR 5 B A S )L 5 X 28 A2 BR
TR B2 AR T AE LETAs F IR o

RZIAAE

[0005] A BHIY) H AR TR — Pk & 2R TR 1) Sz JE TR AR

[0006]  ABHIR) I — B 2t ok G i JZ Mk 4R R il 25 7%

[0007] AR BH A R HU B AR 7 S 2 K I £ 3R BT JE 1) A 92 )2 iR AR, BB AR OB BL 1)
FE i 2 AR ET AE I ATR K 28, BT i 28 35 88 i 1 52 & ki b i it HBsAg FiLdk s rid
A 2 1 44 W0, 4 A L 70 B TR I 86 R B 48 4, I A I 4 2 A 1 HBsAg B4 B4, ik
FURZ A R 590 HBsAg FriddiiAfr w45 & M EPi i TG,

[o008]  YESAARIE, BTk @B L 52 Ak 15 il Pt HBsAg B 24 i HBsAg Bt 74 HE i ik
YAk UKL 55 G T2 R & 14

[0009]  fEMARIE, &ML 1 52 G0 1 Friddt HBsAg PLAARHil s T FE LT I -

[0010]  a. ¥ 4k Bk 11 K 5 1) il 2% - 1% 7 = 4 2 UL, BR OB WML 1 2 A R+ 2 ~ 3 fr.
EDCO. 5 ~ 1.5 #f3F1 NHS1 ~ 3 f43, V&5), 7F 35°C~ 40°CF [ 20 ~ 40 4340, b i K 28 i
VRS 1S L TR 1
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[0011] b & 1B I Jio A 1 5 ) e 80 okl %« 4% B 4 25 BL , R BRI 3k 33 A T 12 Rz 5
2 ~ 34 Pi HBsAg HLA 0. 1 ~ 0. 2 FIBIAPZ2 MK 0. 5 ~ 1 43, VRS, 75 35°C~ 40°C T %
N3 ~ 4 /NI, 498 A RIS MR ) RN 5

[0012] ¢ HU BTk & A 5 15 S A 11 0 1R B RV, NN o7 BN P il S B4R AR 0. 5% ~
1. 5% (1) BSA ¥, VAT, 7 35°C~ 40°C T [ WY 20 ~ 40 438, Bl 54 S VAT 2 1 5 A1 i
B F AT VG BIE, 19 B8 R M 52 AR T FRIC Pt HBsAg HUAR M »

[0013]  ELAAY, T il B R P 52 6 R0 A BB INURE P Fes0, 9K T-o

[0014]  Fi 6B MRURE Pk 52 & For 722 H %0 58 2 AT A AR i 3K ) 2R i 1 4 4 I 1 X 1%
SEILBLIR - BUR e 5 45 A AbRic SN, Hoki#2> 300nm i, 78 S 2 Bk 48 L ff ik s i )
B, WA S BB T R AR, FER G 7 AR 7 RV o RN, TR
FE AFEAGE , WA T o PRI 58 B Je8 IR 7 52 A 7 IR 4224 60nm ~ 300nm. L%
(47 BT A R LR 2 52 5 it T (PR 4% g 80nm ~ 200nm. RS I (19, BT i R i 1k 52 4t 1 114
Fi4%2 K 100nm. AT M 5 Ak - RIAR IR ZELE 10% ~ 30% 22 18] o AR, BTk 6
Bl B AR FRLAR B ZEAE 10% ~ 20% 2 (8] Rl OUE iy, Frd B it B Ak kiR i
ZE R 15%,

[0015] &8 MR M B2 5 7 1) O s R B e L I i 7 o8P 1 ke e T A SR A e
LORS TR 10 iR S £ G0 7 ¥ ) 46 1 R A P 52 6 R 1 1 i VS R i 5 T R #/N F 30emu/ g
X I (/) 4 M 7 i [T PR SR I 100 FB o R4 iy AN R BH iz JE BT R AR ) R AR A RS 1k
JIT 3 R 0 1 2 R R AT B2 R 30emu/ g ~ 80emu/ g, X IV (1) 41Nt 37 Wi 218 &2y 20
Fh~ 100 Fbo DL, Bl e WU RE PR 52 6 0 - R v RT3 84 35emu/g ~ 70emu/g, %) K
[R5 M 37 M SR B Ry 20 FB~ 50 FB o R AR IE IR, I AR I P 525 R ) R R R 5
40emu/ g, % N (R4 Ml b W N FE Ay 20 F5

[0016] >y FH T4 ik I £ 3 T e B (R ASE D R, ZEK5 T id Bt HBsAg T AR i 1 &=
HRL LUK B AN 256 T8 R SR AT, PR Z0@ IR 1 52 Ak BEAT TS AL, A8 IR 1 R
AR R A 2T 550 HBsAg UMM B REH . 1EAIRIE, Frd & Re 8 B 2k sk 2
H R —F s TR B RE S Bk 50 ~ 500 nmol/g. IUEENT, B REF AR, A4 B A
50 ~ 300 umol/g. RrAMLIERT, RIEMFE A 80 nmol/g.

[0017] P Hh, 75 Frl il 26 & A B HBsAg LA HURIIK R 1 ~ 3mg/ml s 7EATIA
B S A EDUR 186G FIIREN 0.5 ~ 2mg/ml.

[o018]  HE— DHh, FridHi HBsAg B PLIA N BT L HFR PR B e Pk skt R R bt
a2 AT I —Fr . LIERT, FTRPT HBsAg BB B Pt PR PR £ FEdiik.
[0019]  HE— D Hh, Frid i L HFRINPUR AR IS HUA A BT L TR PR 5w BTk sibt 4 AT
KPR Z swEPUAT I —F. PLER, Friddt ORI UsE AR iCPuR bt LR bR
BraEHUA.

[0020] ot T P o RSN £ 4 T BT iR %) B 92 J2 AT AR AR 1 ) 2% 7 2%, HURREAE T -
FECLUR IR R T 2 L BR AT 4 IR AR K B 4%, ¥4 1 HBsAg A BT AR A=A 16
3 VTR S PR 2T A 6 9 i 1) AN [ DX 3, 56 I 0 S 0 4 R 428 2 75 bt o

[0021]  FESLEIIHI 7T B AT e 4CE T 3T CIRI MR PRI L /e, AR JE EL
H T, 25 o PRI L TR 524 b - brid bt HBsAg Bk AR ARRE 50 i, SR 5 Wi 3|

4
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25 I IR LT 4R AR L, 150 S Bt o 1285 77 325 T IR G VB OR B YBA (R — P s v
2ml TritonX100 7, %S 10g BSA50g FEHEFT 950ml ¥4 0. 02mol pH 4y 7. 4 1] PBS 2%
MR AN, TR PH 21 7. 4, FFE 252 1000m1 Hl45.

[0022]  7E 2% 505 JE MR AU, 205 1 A B8 SR IR 41 24 RN R 7K AR VROE B2 /T, B A A
ERFIA A A RN 28 R0 o 48 2 R RS PR 2T A b AT 188

[0023] AU BH G R AT IR AR WP S AR i) 45 £ R T BT IS I 48 (19 8, A A A
n] hy IE | M 3R 4,

[0024] AR BHIFIHEARIE -

[0025] A% BH ) & 6 T e JsURS: I 3R 5] 5 o A M 526 5 b e 1 O 8 J2 A RS I R
FHIR, F2 K FH B 1 2 A R AR ic k), @A T PRt S e JZ AT e I — 28075, %R
LT WK BME 22 G B BRIC B AR DI S S AT B AR S AH S Uk i 53

[0026] A& BH 538 EHTIR 482 BT LARER N AR I BT, 46 TR T — P T8 g 1k
2GR FRc I S e AT RN R 7 % BIKBT HBsAg AL LR A =EHT il TeG 73 il iR
TRYPRET YENE b AR I L (T 22 FFda 4k (C o) Ab, FE L EWHasEI I 2 AR 7 Frid
Pt HBsAg Ptk

[0027]  JET-INIAL G e AT IR S, NS DU o i, R T ) S SR T B (HBsAg) 55
FRIC BT HBsAg PLiASE & Ja 2 1 BRI 2 AbWa v IR 5T HBsAg RLARPLIA, EAR I Z AL T i
itk - PR — Mibrid Bl HBsAg LIk B &M, £ R EIHRDT HBsAg HLAANIE Jjiz g b
52EH0R 186 TE I HEAR e 5B G0 P B AR A5 SN 5 0] 48 Ak e Mot s 1 Tl B 1)
S 5 RE, A0 I 5 T IR L L XTI A S S e B e 5 R, 4 e I o 5 S A i e
TR AR R

[0028] L EAKFE AL BRELHE

[0020] () RN S Gk id BRE I il 25

[0030]  RHIIE A IR BN TE 52 Ak, WA SLER T R 3 5, SR AL 2= B BRI 7 X
BT HBsAg PR IE [m) 42 B2 IR 11 52 G ki 3R 11

[0031] () KX T £6A0 C ZhAabPi)R / Akl

[0032]  SRAIMEIEACAS, TR ) T Ze b i i HBsAg CAEHLIR, T C AW P i
IgG,

[0033] (=) FE AR FRICERE 1B Y

[0034] SR LIRS, T4 i HVRE 2 A7 B A Wi B R Pk TR B i ) Bt HBsAg $it
(N

[0035] (VYD i WAl 1) 2 e e 2RY

[0036]  f& & Sz JE AR AR A At s B (O] 1D K, T 30R) SCH T A TRD RS U 48 4
R IAHBRET 4E 32 (NC) JBL, T~ NC I T Ze ol W i 28, C SeumbliNs oK 2, 7EH: bR,
W32 PRI o SR AR AR UIHL, 4 B S AR 73 U1 A — 8 6 7 AR 4% , Rl TR &
TR TE ST e,

[0037] (o) LR - Frikbibr e E-E W HITE ik

[0038] T+ badS 2 2 e 2R 1) 4 2% 2 BT i AR IR I AE AL A I AR DA o, 4 i v 1) SRR T T
J& (HBsAg) S fidwnic (9t HBsAg HLiAL: & 5 ZAT B T e Ab Wi (It HBsAg BT, 75 T 2k

5
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Wb TE A LR — BLIR — #ibRid Pt HBsAg HLiARIEE A Y, £ RINHIFR DL HBsAg Bk NI {E
C AL 526U TeG T IR o R A4

[0039] (7D Wb e 52 et ot P AL )

[0040]  FHAE PR AR AR AR 0 72 T 2 Ak B ORGPk S Bk (¥ R 3y 5o P, T8 ok 5 8% 5 140 1 1 b o
T G S PR B 1 5 AL, C i &5 R A 300 & 732 1K s 4% A

[0041] A% BH R FH B LR 1 525 s 2 ) BRI 28 i R A BR A ], 7 i B 3% 5
A MP-2 (B IR /S T 16 (PMAHDAE AT IR A PR 40K b TEM R DL 2D, Bk F ) il 4% 7
VR A AR IS IR P Fe304 W AEA HLHI 43 BV A, B XCEM S R T3
WRFEAEK P T pH ol 8 ~ 10 F3¥V B, Wil N WA B FE NS A P R B WRIEAT 78 50
P F-AT A ML TR, AT B0 20 B, 1 B0 73 38 0 7= 1058 i B ] 453 7K 1 1 7 L
YR ERT . HZIEH 2 S5 AT I RE I 52 EoRE T VR R 5 B va R o) PR R RS 35 LB
Sy B RS e MR TR B B )R, PR L bl A2 LETAs ORI EE K .

[0042]  AREHH, HEAR R B A YR TR IR ER S, 2850 B 45 4, ZEAS I 28 A A2 i 1)
HADUE - BUR - Bibrid i HBsAg DLk E-54), UL AL FUR S AL TE U FEHi i, 16— 1
PPl HBsAg PiiA R E 59

[0043] A B, Bl b e 26 W0 (R B b R T, 2 i A U 82 R B 478 S Ak 4 S iy B TS 1)
SEAREERECE 32 Quantum Dot PR NG LRSI MAR I 52 f5 AT A3 2 0 5 . @it
o 58 J2 M7 S SERIF ST e I 5 48 KB 58 AN [R) N LS5 I 352 258 1 1 3 REAS, AT o R AR E
FEAR I 52 IB4E , CAAE A G FAE Ceutof £ e e A I 2o DAL A R BH Pk BB &5 2R TR
23 2RI 2 &5 LR A2 52 7 VI T b

[0044] A BH () S0 E BH , 8 i e 1 R AR 1~ IR PR (HBsAg) FiHt HBsAg
U T REE B ST, T8 X 22 R UL M 526 R 1l 26 078 SR B 45 I, 16
FEIE A IR UG ME 526 kL 5 e Ik BT AR IEAT 7 vl LA Ak 2% R, SRAS D REPE R A VE AR
CEREL, FF I PO S 5 JE AT BN IR & P A A I8 BN SRR LR (HBsAg) 2 WA I,
SEIR T PR R (HBsAg) (PR 1 ey R AN 52 .

[0045] A B, BSA A4 MG A E H sEDC A 1- £ — (3- Z AN ED K — W ;
NHS 24 N- 358 T e .

[0046] AR BHIFA 2 RAET « REBUE & B S o L Dual | (6, mT SEB WAL I 52 .

B3 =115 R

[0047] 2 T BHIE A b B AR S BH SE A5 s A B TR IR R U7 58, T TR X S it ) A
Hh T T LA I B P T SR A 21, S DL, T TR R B SO A R B i
— NS, T ARSI TR AN R, AR AT A& ST B B ETER T, A ] U
T LE B ] AT AR B

[o048] & 1 ARz EiriR A g s Kl

[o049] & 2 @B MipitE E AR FrE K.

[0050] &P« 1- FE AR, 2- BHPRETYENR, 3— KR, 4- KN Zk, 5- ids 4k, 6- H .

LN
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[0051] DA A AR N R TEEE T A I IR A2 T2 REARZR, T i ELE AR A2
SR RE— A AR R W AR R

[0052]  SEjEfs]— -

[0053]  (—) ERNURETE B AR VAR Pt HBsAg PRI Hl 4%

[0054]  RHATKIAE N 100nm R 22 K 15%. MEVE RN FE 4 40emu /g, K ) 41N 37y Wi 13
& 20 FhRETREES &4 80 umol /g IEINRENE Fe,0, 44K 1.

[0055]  HLART VA (HX 2. 5mg Y _LIRHRREYE Fe,0, 9K R+ HIMRE M 0. 1mol.pH Jy 4. 7
(1) MES ZZfgiseidk, 3FH 0. 4T ALy B E ARG, NN 1 27t FIR MES S i =8, 28 Ja
A 0.96mg f¥] EDC 1 2. 17mg [ NHS, VRS, 75 VAR FE 4 3T CHRIZAET R 0. 5 /NI, Bt J
R FE 4 50mmol . pH &y 8. 5 WIS SZ e %, 159 2. bmg IS AL TR+

[0056]  HY 0. 15mg Bt HBsAg PLAAFN LI T3 id AL g ki 1, B T3 Bk 50mmol \pH 4y 8. 5
FRIRIAD 22 b oh 28 23 TRAT, 8 37°C T RN 3. 5 /NI, LEF AR MR T R A 5 1) R et
MG 135 A BBG AR T FRON  IIN A7 BEAMZ R N IR 1% HIZR Ry 5% (&
B 40 HD 1K) BSA VL VRS, AR AR T 2 G s BT B, AR 3TCR RV 0.5 /M.
N 52 RE » FHUCEE 4 0. 02mo 1 JpH 2 7. 4 18] PBS 28 e ) M S5 L 1t obs 1, B, 15 U
MR AR FRRICHT HBsAg PUAREE, B T 4 CIRAZRF . AEVEGRET, B 0. 4T MR B 8
LB S REMERL T, FEEEPIE IRV N 0. 02mol \pH 2 7. 4 (1] PBS 22 P & &, 3T FH X
0. 4T WIREAL Iy B & 45, ERRAE 4 K, Bim] .

[0057]  Hiro, BAD G2 M A il &5k < FREX 1. 9g NayB,0; « 10H,0 ¥ - 100m1 47K, i pH %2
8.5, 0113, PBS 221k (14 A «FREX 2. 3 3T Na,HPO,.0. 524 ¥¢ NaH,PO, » H,0.8. 77 7 NaCl
W 1L 4k, i pH 2 7. 4, BI5.

[0058] () fefe EHT IR ARyl &

[0050] 454 Kl 1 T 7, B 250ul ¥ B Sk 4mg/ml F 25 Bt B TG N B 750ul WK E A
0. 02mo1\pH=7. 4 1] PB Gz, V&S], 4K FEA 1mg/ml I=EHTE TG ¥V FHIL 500ul ¥
B0 4mg/ml FIFEHTR TG AR 750ul ¥ A 0. 02mol  pH=7. 4 [f] PB 2P, V51, 13
WIS 2mg/ml [F1HT HBsAg B HUIAEE . 1 BioDot [1) XYZ3050 Wifi 24t H 1) BioJet
M5 Sk P Tl 2 5 ) BP0 B TG M AN PR AT A I 2 b idns 4 5 AL E, FF FL il 47 1Pt HBsAg
BAEPUARTE SR 4 FIALE, TAIGHRE N 10% LLUF 5918 428 N 32547 Jli 4 /N a1
Hefe o

[0060]  FHE 0. 2%TritonX100. 1%BSA 1% FERE 0. 02mol PBS(pH=7. 4V I I I LT 4E
4% 1 /NI, BRI E S 37°C, TR MIR 2 R BEATHE 4 /NS, F IR 1R B s 41 4k
(K152 R Hiz 50 A% B S BRI ME 525 ki il BT HBsAg Bk f5 , SR H BioDot (1] XYZ3050
W RGP I Adr Jet WESW IR B HEAS G WWiiR 2 HIR A B (R I 4T 4 2= B b i) 4%
AR, TRFEFIE A& FEAT 5. 6 10 73T 48] Hh 48 R T8 47
RIFE L LB BR AT 4 22 1 2 FHIR /K 4 3K OB I TS AR 6 R &5 0k, ZERE 3 1 BB N
FESLIG » FREEAE S 1 IR AT 4 2208 2 AIUROK 34 3 IR TR IS A4 i, 2R )5 R A BioDot [y
CM4000 V1 Z G W 1 4RAGE V) Ry Bmm/ 4% 1 56 B2, 8 ARSI FH e e FH 5 45 2RI 1
T PR B % E A4

[oo61]  SEJtEfs] — -
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[0062]  (—) BN TE B AR VAR Pt HBsAg DU Hl 4%

[0063]  RHIKiAT A 60nm. i ML A5 FE A 80emu /g, X M. I A1k 37y Wi N S FE oA 100 0 R [
RES 8N 50 umol /g HIHRIIREME Fe,0, #KKLF

[0064]  HAKJ5iLAE (X 2. 5mg [ FIRHEIMRENE Fe 0, 29 KRL - FHIE A 0. Imol\pH 2 4. 7
(1) MES 2 pt ik, JEH 0. 4T i B e 8 0m, 1 27 IR MES 2y B8, /A A
0. 96mg 1 EDC FI 2. 17mg 1) NHS, VAT, 76 NIRE A 37 CHISAT T RV 0. 5 /N, Bl J A
&4 50mmol pH &y 8. 5 MNP 2% M e, 13 2. Smg HITEAL LR T

[0065]  HY 0. 15mg Pt HBsAg PrARF iR Fr 45 v A i e ki 1, B TR B4 50mmol. pH
8. 5 FIBIAS L2 P h 7840185, €8 37°C N RN 3 /N, LS A RS M 1 F g o ) ik e 4t
MG 135 A BBE MR T I RON e IIN A7 BEANZ S NIRRT 1% B4Ry 5% (.
2 EED 1) BSA S VRS, R ARVE PR AL s 3 AT B A, 7E 3TCR R 0.5 /M. K
N 52 R, FHUCEE A 0. 02 IR \pH & 7. 4 [¥] PBS 22yl YEve S 1S Mk 7, BV, 15768 i
M5 AR T-FR 05T HBsAg Lk, B T 4 CIRAER FH o TEVEVRIT, FH 0. AT (ARG 24y B e
5B I S PR 1, SRS IRV, NN 0. 02mol \pH 4 7. 4 [f] PBS 22y &, FE T
0. 4T FIREEE /B & 4, R HRAE 4 Ik, RIWT,

[oos6]  FLriy, BIAD 9% nh iR il 45 by < FRER 1. 9 Na,B,0; « 10H,0 % 7~ 100ml 2E7K, i pH &
8.5, B4, PBS Z2y ¥4 A FREL 2. 3 52 Na,HP0,. 0. 524 5% NaH,P0, * H,0.8. 77 7 NaCl
W LL 4K, 8 pH 2 7. 4, RIS

[0067] (=) Hefx = MR 4RI il &

[oo68]  Z55 Kl 1 Pros, RAWKEE R 0. 02mol. pH=7. 4 [f] PB &M, ¥ EHi il 1eG KWK
BC il 4 0. bmg/ml (R il 77 =X L S8 51—, Kbt HBsAg AR HTA K BEBCHI 4 3mg/ml (Jid
)77 3 LS HE 45— 5306 FH BioDot [ XYZ3050 Wil Z2 45 v 1) BioJet WSk Bl il 4T Ji5 1 2
P TgG Wi RAHIR AT 4 22 2 b iidm 4k 5 WAL E, 4 BC w47 (1) bt HBsAg B4 B 7R i 22 45
ML 4 BALE, TAHR A 10% LT B4 42 0 i AT e 4 DI s T . 1S
0. 2%TritonX100. 1%BSA- 1% BERE( 0. 02mol PBS (pH=7. 4) VTR INETAELR 1 /N,
WL N 37°C, T RIFE I A EAT 3 4 /NI, T 3 30 008 4 4 A 390 PR 4 b i 3
50 155 H RSB U TR 5260k 7 bR id Bt HBsAg PS5, SR BioDot ) XYZ3050 Wi i 22 48 H i)
AirJet WK AR REAS 2 A VIR 2 IR A Bk (3 3 41 4 22 b ) 28 T Rloie i 2R 1,
T RIFEAR A AT T4 7E 10 J7 90 R0 TR 22 0] A4 o TR (P i 2 1A
PR AT A 22 i 2 IR 3K OE I 1 iR 6 Rk, fEAE A 1 BeE P fL)S , FR7EAE
B HBR AT 4 22 R 2 FIR KR 3 [ TR WG AR 47 15, 2R )5 R FH BioDot ) CM4000 #:V) R4t
WG S PR AR ) A 5mm/ 4% P 58 5, 28 R0 e 1 A 5 45 BRI 2 28 T Bt R ) B 92
JEHTR 4K

[0069]  SEjfs] = -

[0070] () BN B Gk Frid bt HBsAg PRIl

[0071]  SEHTRIAR A 300nm. fE VS FIBREE g 30emu/g, X (R4 Wi 3 533 5 g 100 5 K 1
BN 300 wmol /g NG YE Fes0, KK T

[0072]  HAKJ7EAE (Y 2. 5mg 1 EIREEIRRETE Fe,0, #KRL ¥ A 0. Imol\pH 4 4. 7
(K] MES 22tk JFH 0. 4T AL B & 4R e, L 1 2=+ Bk MES 2 &8, SR A
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0. 96mg [1J EDC 1 2. 17mg [¥) NHS, V&, 7E S NIRLE A 36 C A4 T [ 20 4349, Bl J5 FH K
&2 50mmol . pH 24y 8. 5 (MNP G2 M, 15 2. Smg HITEAL LR+

[0073]  HY 0. 15mg HT HBsAg Fri A L3k T 15 R0G A i e wE -, B TR FE A 50mmol . pH 4
8. b HIBNHS G2 PV h 78 73 VRS, €E 37°C R UM 4 /NI, AR BT AR FIRE M 1 ke i i ik St
WG 135 A BB G BT R 7 B RO o N A7 BEANZ R NIRRT 1% 1249 R 5% (G
B 73 HEO IR BSA W, TRAT, 0 T 4000 M 2 T AT B AT, AE 38°CTR RV 40 43Bhe RV
SERE, YR EE R 0. 02 FE/R JpH 2 7. 4 [¥) PBS 28 Ml v 5 I JE G b 1, B V%, 15568 iR
M Ak ARIC T HBsAg BRI, B T 4 CIRAFFE o LEVESRI, 0. 4T RS B
FE 5} T S WG R 1, SRS IRV, NN 0. 02mo 1 vpH & 7. 4 [ PBS 22 i & &, FE T
0. 4T WIREAL Iy B & 45, ERRAE 4 Kk, W],

[0074]  FLrby, BIAD G2 ph iR Y )46 R < FRER 1. 9 Na,B,0; « 10H,0 % - 100ml 2E7K, i pH &
8.5, B3, PBS 22y i {144 A «FREL 2. 3 52 Na,HP0,. 0. 524 5% NaH,P0, * H,0.8. 77 7% NaCl
BT 1L gk, 6 pH 2 7. 4, RIS

[0075] () %z BN &

[0076]  Z5&1E 1 PR, KA 0. 02mol\pH=7. 4 ¥] PB ZZ M, ¥4 - TG MK FERL
24 2mg/m1 (FC i 77 2L , #4Pi HBsAg A LA I FE B4 1mg/m1 (BC il 77 X WL
S s FH BioDot 1) XYZ3050 W 2 48 ) BioJet M Sl B il 4 fa B =Pt il LG Wi
PAHRR A 2 bR Lk 5 BIALE , B EC I L 1Pt HBsAg B PTIRMmT AL 4 (167 H
TAHXRE A 10% PUR T g 42 m AT Ahie 4 /b s T . & 0. 2%TritonX100.
1%BSA 1% REFE K] 0. 02mol PBS (pH=7. ISR IBIRLT YELR | /N, IR E A 37°C,
TR AR A A AT FhE 4 /NI I 5 bR B3 T o A B ) 2 Pl 4 50 A5 R 68 I 2k
HA R ARidHl HBsAg HLiE G, 5K A BioDot ] XYZ3050 Ml R4 P I Air Jet WSt b
BT G WIWER 2 EoR b PR IR SRR 4T 4 3R IE B ) 45 T RORE 2 1, T (R PR el 25 A
AT T 5 10 J7 S v A5 i 22 R A 40 L IR TR0 O RE i 3 LA R 4T ¢ 22 5 2 Fk
K 3R UGB TSI 6 KRG Z5AEsk, fERE M 1 E B NFEAL)G , FFAERE s 1 RS IR 4T 4
FiEE 2 IR K 323 () R THDRE G AR i, 4R J5 SR HH BioDot [¥) CM4000 b7 22 484 I 1 1) 4R b %
Y124 bmm/ 45 (1) B8R, J NI A I v A FH 5 45 B0 £ 3R i B J 16 S iz J2 A ik 4R

[0077] IS UEAR R B 50 3% J2 MR AR BRI 8CR , o i 00 % JE AT iR AR B MR BB REAT 20 7o IR
wre

[0078]  1.FEN K -

[0079] 1.1 SR EBLIR Fo 5 E AR AR LTt —2R1T

[0080] 1.2 ZJHFHFEE KRS 45 (ELISA) - i E 25§ B A & Bt

[0081] 2 A 7% A INET e AR AL WMk 2 = QIR PR (HBsAg) ik J=
HrRARECH FAE AR AL (7 TR S 3 DRI IAE SE 8 S i b o A8 FAS B RS T3 2% B S
FE& 100 1 1 8 B 2215 i A AR 4% (0 I 1 A o /N L, BE RIS D0 115 v /> FL 2 B 2212
ANB01 1 e EEMRITE 20 43805 F RS T CGEAT R e 45 1 . Hopp e
HJ6 2ml Tween20 ] 0. 02M. pH 24y 7. 4 [ PBS 221 .

[0082] 3. HKil&: R .

[0083] 3.1 LMHERIPUIR (HBsAg) [ 28 275 i (ELTSAD ARSI < 4 ] 28 275 i 3 BT AS
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I, 25 2R 5 PO — 20 E S AR ERUE (L D,

[0084] 3 1 :ZMFEEHUE (HBsAg) H K 7% 5 (ELTISA) K4k 5
[0085]
R H gy BRI 28 RN &5 L
FES 2 (o) 20 | 20/20 20/20
FEHESZE () 3 3/3 3/3
A B ES N adr WWAY: 0.5ng/ml; adw ¥ | £ A b dES 2 S (RS
Fl: 1.0ng/ml; ay WHY: | HE
1.0ng/ml
2% b CV < 15% CV < 15%
[0086] 3. 2 Iffa PRI YA KM « 1 ARSI &5 SR WLk 2 -
[0087] 3K 2 :If PR L5 K &5 HR
RIS | LHFREPR (HBsAg) %% %
AT AT
+ -
[0088]
+ 302 0 802
- 6 261 267
sl 808 261 1069
[0089]  FHULT A2 H, R =[802/802] X 100% = 100% ;4 F Mk =[261/267] X 100% =

97. 8% ; M FF A F =[1063/1069] X 100% = 99. 4% ,
3¢ i N U BH IR, DL S 4 A0 DA U8 BH 1 B PR sl A & BH IR R 7 6, RV 2 i
IR ST AR BHEEAT T VR U0 BH , AR AN 53 N SRR, (AR T LUK AR R B AT
16 AL 3 2 TR RS i, 1 AN 58 5 A R P (40K Ao 0 S ] P AT AT 46 5l e 0 8 8 , L2 R e 5 A
A B AR SR [ T

[0090]
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