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L — i S A0 5 2, HSAEAE T, DR & A B A B 2 AR 45 & AL gl
TER BRI S IR (M) ~ (O JRE, AR 2 WKL BE A S, P e S ) 52 i
J MR AR HH BRI S SR LA

(A) P A LA B AR B AR PRI 56 — AN PE S AR RIURE, b, RO AR i
FAES AR AR T, A AN I AR 7 A% 1) [R] 1R B P B S P PR A0 5

(B) 55 _F 3 i 0 st BC AR TRy S P S S PRS0 1 2 32 A

(C) TBAT AR A TEBAARRIURL, BT 52 7K 55 13 e 0 2 e A4 00 oy e
VNS RL W N LN e 7 D e e VSl et P N TP

Forb, P o — AN P B AR A SR — AN P B AR AR R AN A, HL

AR R B B I REVE BIAL I R B I8 X B ELAR O s, BTS2 AR NG A
G S BRI 5 FURE T S A1 BV o

2. MRIEBCRIESR | Bk (e SN 2 iz, Horb, 50— AW RS R RI0RL L 35 — AN 2
PRIBURL ST I8 P DA JE LR o

3. ARIEACRIELR 1 82 Bk BBt SR I e vz, o, i B aS 32 AR LR — AN P
RIURE BT 0B 52 AR 220 0 B s LR

A ARPEBCRESR 1 8 2 Prid sl e 2, Forb, ME X R Rd iAo N8 E, 3205
AP A EH RIS,

b, MRPEACHELR 1 82 Fridk Bt Gl s vk, Hovh, ST S AR 10 26 — AN MR R
LR~ 35 A% DA S AT I AR B PG AR AR A T3 ) 2 — AN PR AR BIORE (P SR AR 1 1/2 ~
1/10.

6. — PRI SN HIG), RFEAE T, S8 R () ~ (O, FF HIWE RH0RL ) Bt £R
AV SR 5 BT B B ) S N S5 IR RS F (00 7 X R A [

(A) TG AT LI R s BC AR B B8 — AN PR ARORE, SE b, RO AR 2
FRAES SRR D, HATRIE S PO R S5 4 « [R5 F) e I 4

(B) 55 _F 3 i 0 st BC AR TRy S P S S PRS0 1 25 32 A

(C) TBAT AR AN PR R ARRURL, BT iR 52 7K 5513 P (A 3 IS A 00 o s 5 1k
VNS RLWENE U N e 7 D e e VS H et PR N TP

Forb, P o — AN P B AURE M SR — AN M B AR A A R s AN ], L

AR N PR B & I REMEEIAL I R B 8 W S ELAR s, BTk 150 o AT
TS ARIC AR 1) Yo Y2 S R0 7 SO (14 ST i 5 2 o

7. MRIEBORESR 6 P (e G I & F s, Ferb, B8 — AN IR ARIhL 5 — A
T2 A RIURE SBT3 P A O SR LR

8. MRIEBAN LK 6 5 7 Fridk iy Bt SRl e HI A7), FE b, iy B A AR LA S e A L i) &
BB RLAN R kil B A S AR S R B e LR

9. MRIEBUFIER 6 8¢ 7 Pridk (e LRI 1IN 2 AR, Forb, ST 32 ORI 58 — A Ik
BCRPIURE -1 SR A% D F7 A T AR B BE PR PR B FR) B — AN PR 80 PR RIURE 14 B R A2 1
1/2 ~ 1/10,

10. ARIEAUCREESR 6 55 7 Fradk ikt S il s AR, Jerb, e X RSN A B8 A
SR VSEWNE = 7K



CN 101517412 B i BB 1/9 5

B SR HD M TE 5% LA R s &= 10 ) 72 AR 3K 5

AR G

[0001] ARG AT (AR ) FORE R ST 52 W R M) 52 1R i 00 72 o) 5 RIS
PR 755 BL R T 07 i R o JUH B P oG 07 280 e A D ANV 1 28 (AR e 1Ry S
T 890 0 AR TR 52 AR LB A7 8T I ARy S 1 52 1 R ANV 1 23 PR SRIDRE BT T2 ok ) i SR B o
PR FC -0 o) B SR 1 00 52 92 LA R e S T i 00 52 P K7 o

A

[0002] ) FH ANV 1 23 A SR 7 A SR 1) b B B30 7 A B S ), AT XS P AR AT
S B PRI i T v B T B SR e RARURE , BRI I L AR S e R FH B S A TR 1) 4 928 s . B b
PRI TE R] 1K1 45 6 SN S RO AR — 5244 S5 AV T BT 5 el 5 1R 1) o

[0003]  BEEEVEAE — PPl e BRERFE BE I 75 P i B AR TR P 72 52 PR B 28 AR Ser (R X 52
BC R AT (R RS TER SRV, T 5 B IRt SR A, A0 7 22 DL R I E BV RN E = 1, 5 2
W B C s L.

[0004] 53— 5 [HI, St ARV A — il o 5% S e I 5 ot G R I A4 F ) ) B AR 16 T 8, B
TR AR A =R S FH TR B T AR AE ) oS80 () 8 AR UKL 55 52 A% T e A IR B s BB, B
TRFRIECARSE, b AT H A4S 2 POl BRI S2 Ak, 5 AR, RS HE S R R EAE T R
e L PhRe S 52 AR BIRT A BRI e AR 2R o

[0005] U4k, Bt S I N Ry, B HHNE BH A A TR, (hook effect) (HH
TR B A R R S N sk D RS ) IS R A A DA R Y A, KR 4
()36 A LA DR XA IR 20 B A4t 2 VR A 2 o DAL 52 AR A4 A DA 00 e A 2.
[0006] Ay dESEFNHilE Y FH 52 PR RSB H , T 28 HH 55 8 ARV L s A B Y TR ) R B 25 A
PRIAEIX — i o BRIV, B T AR AT 5 O A & Bl LU A, DR ) o % P L 048 ot o 2 i A
% (latex—enhanced immuno—agglutination method) &) SCHR 1 FnIBFE, BEME{\iE 1o
i v R X ) R AR N, TS S b ORI Y

[0007]  F5— 5 1Hl, % T 5 EC AR 5 Rl L 1) kAT vk £ P 1) S5 I 1) i S 00 o)y 1) 0 o Y
P A v A R DX B e b PRAE IR A B T ah &5 (BRI B ) IR/, il
AT FE DX S0 i T PR AR T S 0 o) S N2 PRI, DR o B 255 25 FEIK M A R
o

[0008] A Ay 1o gt S H VA IR GR B B 1) 7 2%, 49 G nl 28 R & R SR 2 TR Bk 19 U585
RPAE 30 R 502 A AR e I R B B 7% AR 712, RERS1FAT B2 miik
DX 3 ECAR I 5, Re s RN e b BR A, {2 B AR I o 2 5 ECAR RS2 K 1] RS 7
I GO 5 PRI b oS 8 B 41 il B I (TR e FARAIG 45 SRATCIAR B DX sl Ry 0 e ) (8 2 A
[0009]  Gj4b, BRISCHR 3 s H T M A R — () 55 v [ B A S 2 1 R e e A A ) vk
EEINHNE . ETTIER T 23 ) OB B AR RN S2 A4 B 8 A ks » 28 ok B8 ol 2 R 72 4L
R R IR B DX R A 8 0 5 HANTR 55X B A o) s N PR RO o AL T iR I
AN SR PTG A HTAR R ) [ N AR B, BRIIGE AN BN ORI 2 i FRE — 3R . [RIFE, LI5CHR 4

3
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P& Hh ) B BB L DA L BT e PRS2 AR IR B AR 42, HAGE A BT AR BT R |
PRS2 AR IRRE 5 e R S i st 8, PR b DAAE D5 A AH B, ] SEERA DR IN a ¥is [l o {HL 2 St
B E 2 AR IS E A X Ira IR (1e6) #HEA RN, RIAES A TeG 1Y MIE
I HR AR B E T g ANE A1, J14h, B R B W NSO, BRI, BT/ Bl TeG oK B 5 v [
PURAS A AT IR A AGAR . HAME TS B2 5w i B & & Pis - i
R PR - 2R FER) —AH e M. (biphasic reaction) , RIAZEZEI E A28 J7 V2 S B BE
AN R AT REME o

[0010]  4n b Frads, He B AU dt A i« ELIR) IS X 3% S R0 s 7 1 B0 1t v dk A A S Ry
P [t BRI 5 v LA S B S A0 R0 v AR A S, R RN s X T8 I A
B RA 2 LU B2 R g A A M EC AR T 5, AL T3 LA R B el R R
AT I E ) R B

[0011]  HHISCHR 1« HAVREH 2004-191332 5 A%

[0012]  EHHISCHR 2 : HARE A FF 05-000665 5 Ak

[0013]  EHHISCHR 3« HANREHIE 59-173760 5 AR

[0014]  LRISCRR 4 : HACKFF 2001-337092 5 AR

RZIAAE

[0015] H R o]

[0016] AU BN T o LR BRA HOAR R in] B, LR AR T HR A — il S 0 il 0 2 A
o Rt SN I 5 FH AR, HL A% AU B DX ek 2 s R R DX el e R0 RE LT i [l b )
A ECAR, RN B Rl R .

[0017]  H &k U 77 %

[0018] AR B NS 0B T BRI I a2 v B 9, &5 SR R IR < a8 A FH 40 380 I 1k
I ANE T 2 A ORI 9 25 0 e PRS2 A, DL A B AR B &5 A AL AN R T Bk i ey
A2 R e P S2 AR TR ANV Pk 80 R SIRE , 7 DR T T4t SR 0 ol S5 A2 PR 0 ek T [ ) i A 1
SRATIGG B AR, T HLRE O 7E MR B X 3 &2 v v B DX B At DA ey RARE ST i [ e g AT 0
(RN BT R4 R e B R, AT 58 1 T AR B

[oo19] B, A& EHAFELL T 7%,

[0020] (1) —Fpb Bl e vz, HoRp A AE T, HIBd ¥ & RA A UL B2k g5 584
(PRI 2 T BB RFE S TR (A) ~ (O TRE SRl e ks (R &E S il s B, T ik s S 1
SN S R TR P PR S o S AR )

[0021]  (A) PS40 B0 Fo A B3 BC AR AE40) BT IR AN PR 2804SR

[0022]  (B) 5 LilSEC A4S S Pk S N VDU B A S A%

[0023]  (C) A RN ATE R AMATOR, FTid 2 5 _Eb ARy 0 sy HEC A E 1
ity ERIFEEZARAE.

[0024]  (2) #R4E Bk (1) Frdk fsE Sl e 2, Horr, ANV AR RoR: 4 B FLRR o
[0025]  (3) #R4E L& (1) 8E (2) Frid pEE e i, K, oA ik acE &Ha D)
RE P 1 B BOAR A BT IR, 255 T 52 AR BC A4 1 2% S I A ) 5 SO 1) g B 0 ol S Y. o
[0026]  (4) FR4E Bk (1) ~ (3) FAEE— Wik KA ElI e 2, Hodr, I A2 R LA

4
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S AN PR BUASIURL T 07 3801 52 A4 250 A B S B BT AR

[0027]  (5) #R4l bk (1) ~ (4) AR — W Kt S A dli e 2%, Hordr, e % El ik
HANBEE, ZEAPA B EE R EEDUR.

[0028] (&) HR4l bk (1) ~ (5) FEE— Wil st S A dli e i, Hodr, Scs 2R
AN T BB A TIORE 1)~ R0 A% Ay A7 B30 TG A B8 TRC AR A 400 O 1) AN P 80 A JORSE )~ B 422
[ 1/2 ~ 1/10,

[0020]  (7) — it ARIMEIIN 2 AR, HAFEAE T, A Tk (A) ~ (C) , Rl e Jivhi 1) ik
EE TN N, Bk S S ) S5 Y. S IR TR R PRI o R R B AR )

[0030]  (A) Pl 5 40 & e A4 B FC AR A2 J0 PR AN M 28 AR SRR

[0031]  (B) 5 il AR Sk S N Rl B A 52 A

[0032]  (C) TAZA 2RI AB AR, T id Z k5 EdlE ARy e . B EC A E 1
ity ERIFEEZARAE.

[0033]  (8) MR#E Lk (7) Pk iy st S F0 I s FH 70, L, A Mk AR Tk e L5
Fi o

lo0s4]  (9) Al bk (7) S (8) P IIGEHEAN I AE PR, 3o, 2 A A sl S5
SLTyRe AL ) B BOAR A B, BT R ok F T T S A AR 1R A 2 Js W SH il 5
L R Bl B A ) S A R o

[0035]  (10) #R4f Lk (7) ~ (9) HAEE— i ads iyt L S Il 2 AR, Hodb, Ui a2
LSRRG A AN R T I i B A8 52 AR ) 52 A4 1) O B8 s A

[o036]  (11) MR#E Bk (7) ~ (10) "PAEE— IR i B A il e 50, Hrp, 8
S AR BRI AN T PR B RIORE 1R T 351 REAT DRy 7 380 I A 0 G AR A Jo ) AN 5 1k 8 AR R ) 1
BpRite) 1/2 ~ 1/10,

[0037]  (12) M5 Bk (7) ~ (11 FAEE— IR B S AR A0 00 s A aasm), 3 eh, ) s 3
ZECANNAEE, ZA T A EE R EDUE.

[0038] A BHZE

[0039] A% BH 1) ik AR 410 sl 0 2 LA K sk S P AN 5 FH A7) e A A ALK R R DX 8 22 e W
D I v R AR L) S L b I e 5 G B AR AT 0 e, R B RAFl e ER . U2
I FH G35 S N BRI O T 5 T AN AR B R RGN 3X — AR, 75 7] B S 30 e R R G AR T g
N, S RURLEEERVEAH L, WIEEPE BE S T4, FEAC R W) 52 A4 BR S FE BT IS OL T, Bl ik
Bk B A R AT RIATAS 2 KA A] R AL BRI R S N, BRI AT A8 v BU I AR RE A8 5 K
R AR (R A T 0 2 PR ] e 12

ok

M (&35 AR
[oo40] &I 1 7 HH T S iAg] DL bR H 1 B IR B — WO IR S N 2k o

BALHEA

[0041]  (UEXS ZAFE)

[0042] AN A A BH 100 e % G RIBC AR R0 3aAE , 461 4 ml 288 HH N B B0 1100 I 948 L3S
11048 S W I s O L 7 B BN - N o R 73 AR A 731

5



CN 101517412 B i BB 4/9 7T

[0043]  (ficfk )

[0044] 1 A% BH IR 52 X % R B4, B2 B WA DL B2 AR S5 G 3R 4 5, 3]
VERN %, BARTI S, AT 28 H ¢ RN AR I (CRP) JFDP.D- — 24K AT #I I iR (PSA) i
ZLEE ALHEDVHEAMR LG B EARIR 1T (PID) (EEmeE & Al MIP) \JE
B R EEFL S I SRR B e A 2R DR AR A 5L, DI AN IR R SR VRL IR TR T
a2 . R EoR UL, AL B AR S A AR Can SR ECACA B, ok A
HWALLERAL (PR GER ) R, 5140 e 8k R 9 R CL_E 55 B Bk i 2 J2 0
HEAT RN T BC AR ) 34 B8 AR & X %4 )7

[0045]  FCARKEY) T TR AE 5 2RI R FR T, B R R e A (R 55 19« 7)1 s 8
(AR EAAA RN BUEYE ) M. Flan, a2 KRR (TR ) s fdim s 20
Bl B R E P AR B AL AR S AR IE A (RCRR I ) .

[oo46]  (=Z2fk)

[0047] A A B A FH 0 244, A FH 5 00 5 G RO AACRs S PR 5 4 0 . TR ml A
PR 55+ L= 2 G 2 0 5 X0 G 1 G AR 1T 343 B P C A 22 ve B B AR slohT Bl A 58 5 it
o Hrh NREF RO AR E B RAE H Boa B hi A, A BTt n] R 3E  H Jy
RS PR R B IRAh, IRIEEC AR AN 0] LS Hudk— I8 SIS E AL 25 X BRI
&, B B S AT E 2k

[oo48] WAL W BT 48 A A 32 AR RO AN 2800 2 A DL BIAT, e A0 VA R ) PR ), (EL307 25 2
ZARFAE T 8A R AT AT AR R, B, T80 B A 2 R A R [B e A 52 144
Be A EREE GRALANFE RS2 48 B, BRI R 5 2 A S A B 5 B R 45 G X R
RARMSZRRIT] o F345, S BRRR R A2 U B A 5 R R AR [ e A 2 AR 3 B e B b fk . AR
FF 300 o i 20 2 2 PR RN B AR [ 52 A 52 A 3 4 & A S T DR B WD U 4, JF ELIGC REfS 1
K R B X I R AR AL, 3 KB (RYE ] S2 AR A E & & A7 7 X (UF sk
AR BORES ) W5 LRI R 1 52 A 4 B 3 A0 A5 i 70 BT P o B A RORE TR Bt B R P AR R
B PRI 5 i Bl S5 3 M e

[0049] A ] 52 g BEBUIAAE A S2 AR UL, FLE P09 dnml 2 B LA R U7 1547

[0050] 4G, WL I ENIEE (Western blot) B ELTSA vA%E, SRaf A DL & X G le ik Ky
Go 338 J5L T Sl 46 1 B R B AR S AR S N, S 2 Bl LB e MR RR PR . A, BT S
JZ ELTSA V2R K G HE 1 IX Lehr R 2 & B (0 S R P o I, S R el i, O 2R A8 5k v
REF I 5 Y BBl ) Rl B ek B v s DRI, B EEAR AR o 6 e s B SR M SRS e P s R Bk
WL B FESATI0 B s PRI AL A A (10— 5 DA 2 TR R IR AL T 52 R it 2 14
Fs 75— 77 AT 2 TR B A 0T S0 b e AR R, 5 S8 WA AR DN s R A% I
SE VO 5 B A AT LR 45 HA R0 2 X G A 4 o IR A8 22 I N 1 B 5 SR B 2 I AN 2
HE1E.

[o051] (&SR )

[0052] %% BH A8 (%) £ 280 e AR BICSZ AR IR AN 1 28 R SR kar B8 DI ) PR A, (LRI ST 3
Fif2 R 50 ~ 1000nm IR FL . BeFLAA iU BLE A e AR Bz AR RITAT, B Tl A
DL O EB RO IR A0 v 8 R O — T 038 (2L ) NG ERBESE
HEWE o Wl A i a e i B e POk Bl e 3 . — A VR R B R

6
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BV e BB B W SUE M BOE CEIRORE o AR AR o i A4 s AR A o LA
Fo S AR AN BT B IURL IR 7 2%, B T T8 A3 FH KA SR B2 2 At s m] DAAT R AL A= 4 B ik
(chemical bondingmethods) .

[0053]  Gy4b, A< S B BT A FH B4 43l 0 280 e A4 BB 52 A4 (R 8 A SRR , A B [R] sl A
34T o 1 HL, 25 2R R 4R A CLIE RS & 0 B vk s B ki AR, (B0 T 180 R
AR WA, RS2 R B B AR IIURE (1)1 410047 0 328 Ay S 28 C AR (4 28 AR SR 1) T XA 0 428 1)
1/2 ~1/10.

[0054] (&)

[0055] A% BH PP IR Bt AR S AR S P P 1EAT s I e 18 A AT B A O IR B LG e
KR EE L pH, AT LIS BEBS 22 0 L Tris—HC1 Z2i iR R FRZE I H = BRI . Good” s
ZEIRES o SRR G PR B A SmM ~ 500mM 2545, pH 2245 A A 1 X3k 2 A
X8, AT 7.0 ~ 9.5 [FEH

[0056]  (&EEE(E T HIIE 7% )

[0057]  BEEE1E 5 I 22 D08 W T S F i s il s Bm B 8 7 v RITRT, ] 265 H A
FHWE O FE B BT VAT RO ZSCI &  ORE /NI 8 an S AR UL RST 380K ) B D6 e sk
BOGIERIE (SR B WIS K s R AR ) AN R ATH I 7%, Ak, 78
A] RE S ] A 6 A P B FEL Ak A R AR

[0058]  HEHEATE T I & A W HY Frad (1) 25 i 77125, AH 2 A0 R SLBORE A H K A 04k %7 53
W& B I TV AT R o 10T, 1035 R A A B R A BRI R, N N3 1 30 Sl
B AR 52 ARAN [R] R 52 A4 R S L 97 230 A PR e 5L S5 ANV 28 P DR R ) AE — 2 IR
AR I TR 0 A S ) RO T, FEAST IR O B AR A, AR DA TS 2 A B bR
RV VR R VAL IR R oA it 2 e 11 AR DU TP R BC AR IR B o IS BRI VA oh,
187 FH 500 ~ 900nm FRI38Z K IR BT, — FBAE FH SRV IR FRI IR O B2 AR A R idFAT 2 2 M
A BRI BRI 5 3 B, AT DA% RS R 5 X G AR (R R R 5 52 AR S RN ME L 25 32 AR 1)
LU 18] 46 35 21 1 5 ok BT B SR A s Y T o 80 2, 0 5 6 A PR P I L SR LR O, 5 EE BIAE
st AASE 0 A A ASE P AR 3E 4 1w g/mL 22 Img/mlL [RINE ], 401 Ji5 3 (1) SE a5 BT s, AR 4K % B
Re M HERMH AT 0 5

[0059] A% BH IR1E SN I o AL« (A) oG fh o Bl AR B BO AR R L (K AN
PR . (B) 5 EIREC AR Sk SO R A S R (C) B3 S AR I AN T 3 1A 5
K, ik sz k5 FARE R e PR R N HBCR BRI EE A S Bl S AAE, AR
RS B) . (O ME—EAFMEHE D) 12 =55,

[0060] LT, 25 H S5 6 AR s BHAEAT S8 T 40 1 U Bl (HAC & AN PR TPt

[o061] Sty

[0062] 71| FH 5 S 0 000 s 2 o ol i 1 A 1

[0063] (1) %Mk (PLEHEEHWEIUAR ) Bl

[0064] #4100 u g Aifb A EE (Sigma A#]H) HTR—IR k. YHIRBEMEHEAE
R 3 1 50 4 e 7 A5 VR w45 T A 200 w L LUy, B 3433 51 31 BALB/ ¢ /N B B B i
AT o IR S AT 9B A e A5, RIS E Ik R 2% 1 ) 200 w L S R & 2 kAT
3 UM 5t BRI IA) R PR o
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[0065] I8 b 44k A 11 2 1 W AH AL (19 ELTSA 50 2 M ) B JEe e ik 72 2 14 i i+ f Bt
Y, EEEPUASO E /N RS T A REL S (AP A i S R R R b
PP A E A PUR AR AR IR TR ) o TEEESE 4 IRz 2 )G, ¥ 1001 g F
IR T 200 w L AR SR K A, 1 07 5 B0/ U IS, 3 RS BCH AT o 2 B HE %) JR R 7
RPMI 1640 352 T, 4R 5 LA 1500rpm B5.00 73 25 (RIS 40 e o 30 b FEAEAS 35 i 24 i
T 1) RPMI1640 B 5 b AT 3 Yk DL B0 T i AT Bk, 2 J5 X T U0 5E #2345 N 2mL
B 15% 54 M3 (1) RPMI 1640 55 7 34T B iF » i 75 B4 i A8k 9 o 4 J 4 J R 5 987 41
Mg SP2/0-AG14 LA EE 6 Lb 1 (I ELBIR G 2 J5, £E 50 % 2 & AT 4E M4 fE il & F
F 1500rpm (#8500 73 B CEEDTIE 38 7) B2 T GKN WV CRs i 2 SRR 0. 4g. G4k AN
Bg IR 4N 1. 41g LA R BEIR — SV — /KA 0. T8g ¥ T 1 FHalifb /K iy B IS ) » 18
BRSO B IHATIEVE, < R RRTIE Ay o BZ DI BIF T 30mL EH 15 % R
M5 ) RPMI 1640 $5 555 10 e VR AR, L5337 100 w L, [/ [F]— L &L 733 200w L 57
2. 5X10° A /mL AE A TAFE4N ML BALB/ ¢ /I BB BR 40 %) HAT B 258 . 09 T 3 4> 96 fLid
LI, T 37 CRAE 5% — A fah i 7.

[o066]  IE g4tk A 8 A B AHAL ¥ ELISA S BE 78 B3 v It 1 8 PR AETE .
910 KRG, AL #E 2 T el &4 EIE . Hie & QYUK ER AT A
(R I

[0067] 5%, FF 1000 L &4 10 1 g/mL (¥ A & 1 LA K 150mM 008N (7] 10mM 3l 1% 2% i i
(pH7. 2 ;LA N fEIFR A PBS) 43y T 96 FLASFLIR, T 4°C FCE —We. B A 300 L5
A 0.05% M35 20 BLA 1% 4103 (85 1K) PBS W%k 3 ¥R, LL 50 u L/ FLES kAT T 8595
(17 34~ 96 FLARFLAR S FLIAUEEFE 3G, T2 FHCE 1 /M. 25, F&H 0. 05% 3 20 (1)
PBS{HUE 3 K J&G, BL 50 u L/ FLES I AL A id P/ ik CB— e 25 i A=)
T FHCE 1 /M. B S 0. 05% I 20 (1) PBS i ¥E 3 U5, L 50w L/ FLEsIné
A 0. 2% WK JZ LLf 0. 02% i EALE T R el (pHb) , T3 T ISCE 15 285,
PL 50w L/ FLES N 4. 5N it B8 A5 S A5 1k, I e YA 492nm AR IO o W5 I 25 3L, eIk
FeE REIFUE N BTA B APUARAAE CBE, FEM Bt AR AabUARRIBE G4 ) L (BHE
L)

[0068] T FRABEEIAT Fr v B4k o B, KA A IR 40 ML 11) BALB/ ¢ /) L 1 B 4 . LA
BEFL 10° 2378 T 96 FLARFLAR, K BH PR FL AP A k& 40 B AR RE A 10 4 /mL i, B L ) A
FLAR HRRFL A3 0. ImLo BEFREET7 T, IR INHE A HT Br e, 38 R U & 15 % a4k
I3 K RPMT 1640 K575, T 37°C FAE 5% AR =M P 98 10 K. 48 L3RR H¥ 4
WA VR A AHAL I ELTSA vk 1% 28 FH M AL LR BB B RA I fr r AL BB R 3
W 34T 30 = EPT B A R s PRI 2 10° A5 40 i es T 2 5L T RE b il
AR FR (/5 BRE RS 43 AR SR AE B R K o G Ik 500 20 3 R IR 35 REK AR B 2 ANV 40 5, I
N N 25 B M RTR PR B VAV, — TP FE IR | W S, 1 B0 20 B [e it i o 5 Bl 3T
VERAT 20mM Tris 200 (pHS) » F [FIRE I SR AT I M o A 25 3B M7 PO 3 4 53 7 W B+
FH R IR 2 01487 ) 1) DEAE— IR BEATE, 2 )5 3 il A8 R RE I S P ) 0 ~ 300mM [
AR R R UE AR B 1eG 043 50mM H & BR 22 pP B BT » M IS 31 30 Fhat
AR R BEAE Je 215 AT 3T S s R 2 iR E (Bufk 1-8 Figifk 3-8) .
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[0069]  (2) &% e FH B FLA T il &

[0070]  [n) & 2. 8mg/mL ik K] 2 Bt 88 [ H s FE BT I PTAA 3-8 [ 20mM Tris 2
Y& (pHS. 5) 3mL F15 0 3mL ~F-2PRi4% 4 50nm () 4% FL (BUKA S T A R ) &5, T
A4°CTFHERE 2 /N o [ H AT N 6mL &4 0. 4% 2F I3 & A K 20mM Tris 2249/ (pHS. 5) ,
TACTHERE L/ o BO5r B 5, 4 TvE A 5SmMMOPS 223 (pH7. 0) HE &, LAHJE 1 600nm
AR IR G FE Sk 40mOD, il 46 Bt A &R A PTUA 3-8 BB FL . YR AT B ASIPTIA 1-8 FIPifk 3-8

SRR LA il £ 2 — 1A

[0071] 4545, {4 H 3ml &7 0. bmg/mL A IML3F &K A 10mM CHES 223 (pH5. 5) » % A
3mL ~F35Ki42 24 300nm (1) 0. 5% BRFL (FRZKALZE Tk ARl ) BIEH, T 4°C R 1 /.
BLar B R A BT, B UTHE A smM MOPS 2l (pHT7. 0) &, LIMHE K 600nm AL RO

FEA 2. 150D, il 28 50, BY B 8 B B FLE T

[0072]  (3) HEEEIME

[0073] A Al 3d A B i) 1 52 7170 BY B 3l 3 A 8 8 I 5 W FE 1) B 8 B e, B AT e R

. KIS, W 100w L5503 B0 3 u L &6 S 1 A & A R PR T

BEATHERE, 2 J5F 37°C R 5 4080, s 100 w L 55 — 3R 5, F 37°C FIIE 5 4% 3=

P K 570nm/ B 800nm bR JE AR . B SE, ISR VRN O v g/mL B 0T 4A HE SR

NTHE Lo HIEEH 5.12.5.25.50.100.200.400.800 v g/mL [ [ 8% 3 (5% R FEM 5E IH9)
G S OB &, B AR - () WOLRE (BUNAHERED) R 4 LSt 4R T
B 1. TN AR 0.5.25.100.400.800 u g/mL iX 6 s sbnvte 2k, % ik

FEE ) 1 8 R IR RO P AR A i 30 55 R 1 i U R B S {7 T3 26

[0074]  (4) thiefa

[0075] {4 b & Ik (A) ~ (B) 5 M —ilm), JFAT L 5 St 9] 1 e 24 iR p A4k

FEARTA]

[0076]  (A) A AUFEASMPUAE 1-8 B — 1

[0077]  (B) HAMEAHPUIA 1-8 BB FLIGEE — K

[0078]  (C) &AW BEASMPUA 1-8 R 1-8 BRI & 15— iR

[0079] (D) &AW EASMPUA 1-8 R B AP 3-8 P& K —iRH

[0080]  (B) & A Huik 1-8 BB FLAI LA 3-8 BRI FL I & 11 2 — 1A

[0081] A& FiR (A) ~ (B) W& A (2) il w88 — 3R, s (3) ikt

AT E o 5 St FIAEE I EEE I 25 Fon T3R8 1, B s KR E - OSBRI O, th 2 7s +
B 1, 35 T 5% EL 019 16 e 3 1 5 (K TR FH O ~ 800 1 g/mlL ()71 Bl i HH 5 2 PR MR B o vl I b A
2k, o 25 W B2 IR 1 A 1 R PR IR R 7 A 0 AR e ) R R 2 s T3k 26

[o082]  (5) Z5%

[0083]  WIZR 1 Frow, AHXS T SE o) (v ah st o (WROGRE ), LR ABLC R RIR 40— 211K

WG, LB D R4S 2/3 20 IR UG GEAE , AT LU Zy M HEI H B 550461 R ) £ st £ 1)

HEP AR EEREZE. S — 7, LB B A 315 b St 6] 58 K IR ah e

[oo84] [ % 1]
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St {5 332.3
Al 1573
B| 1852
[0085] N
Eb 3 {51 C| 1444
D| 2143
E| 4383

[0086]  HLfi; (mAbs)

[o087]  RH4EKE 1 AR AWRE - (7)) W RN 2, SEiif] (- @ -) BEEMF
N (KBRS i, A8 R R XS, (5 ~ 50 1 g/mL) s K RBE (- OB ) 254k
R, 76 1 8 s B X (100 ~ 800 1 g/ml) 9 {2 7~ BH 1 1) R B A4k, BRI G AT A DA R
i FEAR IR B DX 3k A oA 5 X 3 Y [ FLRS B R Ar b e 8RS —J7 T, BT L)
AT =) B C (- A -) 1B & PRI X B L ik iA REE AR, P A BEAE
TEARRE X IR, 4k, AR D (=X ) F AERAKE - WO RN L IR
SEC it ) AR (BT s B B T R AR A Ak B B ARSI A8 T 5 A0 0 K B A R R T
) B (= O =) HLEH E (——) H BARTE 8T IR B X I 8 s K R AR 4L, (H T 7E
TR R X BT R AR A, BRI AN RE ™ 5t [ 00000 5 ARG e DX Il 2 o i DX 3o

[0088] 415K 2 Fro s SIS Y AR B X 3 2 v iR B X 3RS T 5 BV (i R AN AR [R] 1 i
EfH. LB AL C ANBEMERIIIE S On g/mL AR ARMRIRE X IR, A4, L B.E A
REMERAIN T SR FE X B, LUELH] D AP AEATAT o BT 3 5 B H T S B, BRI 8 T i
N 72 L R PR 2 38047 E 1)

[oos9] [ 3% 2]

[0090]

Skl SE SE i 51 AL A | LLERBI B | ELERpIC | HREBI D | ELERBIE
0 0.0 6.9 0.0 2.5 0.0 0.0

5 4.2 0.0 5.8 7.2 4.2 5.2
12.5 12.1 0.0 11.9 19.0 7.0 11.9

25 26.9 17.9 24. 4 26. 1 18.2 25.7

50 50. 1 34.0 50. 2 58. 4 45. 2 49. 4

100 97.7 100. 4 103.5 111.8 88.8 64. 1
200 206. 6 194.0 134.6 178.5 198. 6 68.0
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200 105.7 398. 8 153.0 118.3 330.0 69. 7
800 809. 0 808. 3 155.3 785.4 684. 0 70.4
[0091]  H47 (1w g/ml)

[0092] % T bk S5 LA R BB, 7 AH R 4% 410 1 12EAT A I B 2 M XSS (simultaneous
reproducibility test) (h =5), £5HERTH 3,

[0093]  WI5K 3 Frow, SR ARV B 22 e B I R 1 R A, W DAPS 3148 3 RECK 6% LA
A, W AR B S A IR K RIS I E A . beE ] AVCD R M, JUH
AR A 7 RECE T 20% 15O beies] BOE B4R n] DLEE 52 Mk R arHhill e , (H /27
P PR DX BRI~ 3B S A R R B K, VR TG

[0094] [ 3 3]
AERKE B M= | Sl (HERBIA | tAEIB | thEIC| thEHID | FhEfIE
125 K F 14 (e g/ml) 10.8 304 1.4 225 9.7 10.9
2 = ) 5.2 478 44 24.2 15.7 42
25 KT 1 uw/ml 255 39.9 248 27.4 227 259
A=) 3.2 334 1.2 249 83 15
[0095] 15 (4 g/mL 57.3 56.1 528 453 51.8 499
50 7k I
AF i 5 B8 (%) 37 15.1 7.2 20.3 5.1 04
Y (ug/mb) 208.6 2290 119.8 2307 2218 63.6
200 7k ¢
ir 5 2 H(%) 1.7 36 26 3.1 24 02
800 7K F 44 (ug/ml) 815.7 821.2 1346 818.7 4712 65.1
1 5 H 8% 0.5 0.7 31 15 28 0.1
[0096]  F=Nb b fm] A A
[0097]  MRPE A BH, B B AT — P i G2 F0 0 o v UL S — b S 4 o)) 52 A K55, L RE

s L AR JBE DX 22 vt P DX 3y SRR E LT TR 00 52 ) S e AR A T 000 52 5 (RTINS 3 RAT
R E AR o JCHER A e S RS DL 5 F AN AR BRSO — R ik, 052 AR
RIRTAEYE R, 73 4, AR E BAT R RE LR H R E A BC AR TS O0 T, B s S (L LURTRL Bt 4R 1%
SO HERA R 52 T i
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HERXE (ng/nl)
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