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L. — Wit BURK A2 RO 8 S I ) &, HAFIEAE T - B RE Rk 77 :

Fil 3 AR < FRICE B0 BRI RE ORIV, BT AR e & i SR ) R ARk
I E N0, 1~1 . 0mg/ml ;

B R 5 TR 8 P A T T BU N T g ESTUAAR YL » BT o 1 T 2 7 B B A e I T T gE
PR K N0 . 5~1ug/ml,

B i B U5 5 Frd 9 REBORE IV B Re [ BE R L M0 . 02~0. 161 1, BTl T A TgEdt
1 5 P 1)l P Tl AT 1 R VR B 91 16

BT i B 3 R 0 28 FE KT 90%, B O R ik LA B I M , L L4280 1~2um, &F
SLRETORL R TH AR B B E AT L2 BEIR , BT i B Bl Ak BRI 11 400 55K T 95% , b vl K T
1000 U/mg, /% KT 5mg/ml , Frik 470 A\ TgEHUARI 2% K T-95%, WK T1 mg/ml.

2. MRABBCR ZER 1B iR B B i 5 0 A 27 RO e e Ik 790 0 ) i 4 32, FLRRAIE
T

Fil 4 B X SR 1) 4% 7 V2R 8 BT IR B ROk FHO . 04~0. 06mo 1 /L~ pH4 . 5~5 [{]2-F5 ik Z,
Tt P2 2% 1P A B 5 SR T N TR 1 B i Ui, A8 15~40°C TR TR 30~60 43 8 s SR 5 BRI BT
HETC (1K) 8~12mg/m1 KIBR — W K VAW, 75 15~40°C IR 2 2~12h , o b ek () 21 ik 2, Tk 1%
22 M 5 TR B T I A AR AR R L S 10~20: 1 ES B, £ BiG, B8 ek . 5~
5. 5% A L3 [ 2L 1 pHA8~9. 5 W K B9 B M0 . 01~0 . 5mo 1 /L) =3 FF L S R e 2%
PR BB TR B AR LA B R R REORE R A N0 . 1~1 . Omg /m 1, RIAS Bk (R 43 25
s

BB R 0 1 & 7 V20K < T U TgE BT I N B9 52 8~ 12mg /m 1 [ 2V i A Jot 36 iR
EARBF L AE15~0C R FRE 18~255 B, IMAN0.09~0. 1 Imo 1 /LIf HZ BRI » 7£15~40°C
THEE AN, G258 AL RS & U AR TE AL JEHU A TEFUAR , 2~8 CLR A7 28 FH 5 Fo Tl I Tk iR
RV WM 21 4~5mg /m1 [ 4— (N—E Sfe BB P i 22 FF 2 ) B 8 e — | 42 I % B0 9 IV R R VA v
FE15~40°C N B 25~357 B, FHG-25 B ATERR £h , W BTG AL S Bl R B Rl , 2~8 CLRAF & H
Wi AL G 10 B0 T g EBU AR RIG AL )5 10 Bl M B IR B VR & , /E2~8°C F i B 12~24h, ]
Supperdex200#¢ B At A a4k, , FRAFIE LW IRIE TR, 15 2~8 CARAF 28 HI s 1 BT ik i) s 42 Wik
W& B N0.4~0. 6% IFE A EH pHAT.8~8. 0 M) B E W E N0, 09~
0. 11mol /LY =¥ R 2 ik F Be 92 v VR Tk 280 Wl Pk T PR A 1 I U N TgEBUAR IR FE R0 .5
~lug/ml, BN Frd i R Ar a5 o

3 MRAE RO EER 1Bk 1) B i 505 0 Ak 2 RO e e K 7R 3 0 e T V2, FURRAE
TET AFERIR BT L N P BR

IR < AR W R N AR DUAE AU, SR 5 TN BT 3 B 1 4 5 70, VR 20, 7E36~38°C
il B 25~3553 8, o rh TR R AR DN AE A JEORLS BT (R R 4y R AR AR EE L2 0.9~ 1

IR AN IR A D BRI B G AR RACRE TR OTRE , 255 LB, &5 Tl 2 ki
ViJa » BB 55 G T RE TR 78 43 TR A

U3 [P R 2K B JE AR FR I BT IR B B AR R TR 5], /E36~38°C NI B 8~1243
B

WA N N A A0 TR SIR B A RGOk AE R v T RE , 5B BB, LIE i 2 Ik
TG, 26T , 5% G AT ROk 78 7 TR
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—MEYERENLFLCEERNAFERE T &HZEM
7T %

ARG
[0001] A B B b 5 0 W U, BAR P K — Mrar Wid U i AL 22 0l 2 B ter Ut &
L FC A& THEARE T .

BREA

[0002]  fhif R B AR ALK 32 A 3K 1 S L B Rl , U 1 %7 IR L SC e L 3C [ Dl ve &, 4
V] S 1 O AR, He SR Rl RE, PRERERGE , 2R TP AR A 1) = A S — 2
ERRe H i » 1 B 25 SR 7 di e s S A2 B N VIS AN, — e = R R e 2[RI R
HI_E3R T AR R b

[0003] 3o e PR I8 SORRAR 2 I ML PR » A& AR AL T L N S N BB A R b 25 A7 Ui
153 B0 Jo R ORI B S B AR I ) Ja AT 7= AL it B ) S & 2R B B CTED , AT S8 2%
Fofn Ty B e A B AL 45305 10— S0 & R I STV W i e O R 28 L B B I
S I 2 AR A o P T BEOVE AR T S RO R R A T I L /4R N, g S I
A ZRF R 2 A TE STV I = KRR L o 36B b AR 2 i e, R B AE T g
JiL, ) LR H i 4 ) S 1 A AT TR A 77 3 Bl A PR O I A A R T B R 7
R D UL R 2 3 o B R AT E AR 7T A 2R B B A AL 5 LT 22 5 E
% B N Ji B AR IR [ 45 P OGBSO, DA ITT 552 11 1 X6 i PAR B8 A P T g B0 44 1) M i e S5 ARy
SR, IFAELE AL AR oA R AR e (1 AR R ARIORE e B A2 Wik 5], A PR 7 A 1
HUR AR I E SR

(00041 AHXFTAASNZ W AR » o B A I ) 32 220 B AR S Bk IX AR G A I T i
HATHERPE = TR 2 AT B0 s o (EE , RO AT B2 A & i - fe b e v R A RS AN BE R 2
R =" AW ) B R, Y750 A8 A s A o 2 3 DR B BB T R 8o 1 HL » B 4
BT et 25 M SRt R ) B i B e P AL AU B 22

P
[0005] 7 4% A1 A e 1 B AR I L B 36— o L ) B e P A2 e 2
BRI

[0006] AN BH BT LM LR 1K) o — B [l Rt et b o il ) i il 46 vk o

[0007] 2R B BT L2 th 1) i — A I A S (iR B0 iR e AT A D e 7775
[0008]  SAyfift kDA A [l i, AR BHR B A R AR 77 £«

[0009]  —Fpfxpact SR 1) Ak 27 Rt e B AR B o T k) -

[0010]  Fif 43 BB - An 10 A B Wt U () REARORE S8V, BT I B b 10 A 4 3 i v
KL M0 . 1~1. Omg/m1 5

[0011]  FARIR TR : S0 PR B BRI AR 10 1 0N T B PR VAV, IS 1 25 T 1 Tt PR b 12 P 0
NIgEHUARI M N0 . 5~1ug/ml.
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[0012]  ftafeth, Bt 1 B et B85 2 B K T-90%.

[0013]  fLfedthy , T idk () R AMichr JEL A SR RS P , L B2 0 . 1~ Quim , 5 1, B ks 36 1 114) R 2
SEAMET1ZER,

[0014]  fLadedth, il ) B et U5 5 B IR (K RETIORE 1 B BB [ BB VR BE 0. 02~0.16: 16
[0015]  fLafetth, BT il (KT 30N TESA4s 55 P i 1) ol T2 e Gl 1 B /R LE A1 2 1~5

(00161 fLifeH , Ffrad Ft Tt P Tk 2 A 1) 400 B2 K T-95% , Lh 7 M K T-1000U/mg , ¢ 2 K T-5mg/
ml.

[0017]  flLadetth, BTk Bt A TgEPUAR 4l K T-95%, WK T Img/ml .

[0018] bk pach i I Ak 2 R s e B MK R A2 ) i % T3

[0019] R A B8 iR 1] 2% 77200 16 BT IR B R ARck: FHO . 04~0. 06mo 1 /L pH4 . 5~5 1] 215
Wk 2, TR 2% PR s SRR N T IR (1) i R, 7215~ 40°C T 1R 230~ 6043 8 s S8 J5 H
TNHT EE L B 18~ 1 2mg/m1 [k — WK IE W E15~40°C MR E 2~ 1 2h,, Hop fridk 12—
N bk 2, T8 P % P AR5 T 3R (0 — S e /K T VR AR AR B o 10~ 20 Ls B 85, 25 BV, &
B4 5~5. 5% 4 LG A & 1 - pH A8 ~9. 5 W I &k B 0.01~0. 5mol /LI = B
G R e 2 P R B TR B AR E A B i R I RE ORI 0 . 1~ 1. Omg/m1 , B
1 HTIA BB 3 B 5

[0020] A ik 1l 2% J7 1220 B B BB A& N N B3k B 98~ 12mg/m 1 ) 2V e B T
YRER IR AR e P, 615 ~40°C N ¥ B 18~ 25441, I N0.09~0. 11mol /LAY H & B IE W,
FE15~40°C N i EA~b5 8, G258 B AERR 21 W S 1AL S BT N TeEdifE , 2~8 CIR/F 4%
FH 5 R Tl R T VAU I N 2104 ~ 5meg /m 1 F 4 — (N—24 S i MP i 7 B 36 ) 3R 2 e - 1 - PR IR B FT Ik
U BRI, E15~40°CTF § B. 25~ 352 %h , G258 B A g &1, A S35 AL i Tl 2 Tl P
Bt , 2~ 8 CARAT % F s B0 AL J5 (PN TgEHUAR RIS AL S5 I IR ME RS R B VR &, 72 2~8C N
H 12~24h, FSupperdex2005E I A LA AL , SRAFIEBDIRVE IR , 722 ~8°CLR 7% F s 1 B
AR & R LE 0 . 4~0 . 6% - L3 A & A W pHAT . 8~8. 0 M I = E
N0.09~0. 1 1mol /LI = H J 20 5k 1 e i VUG R 2815 o 2k ke R B A A2 R BTN TgEBiAdS
(R N0 . 5~ 1ug/ml , B4R FT IR (B AR i 77

[0021] L3R Wit SR AL 22 R 18 SR A7) & BRI 2% , B FEAR IR AT I LA R 20
[

[0022]  JPURT « AEAG WIE o NN DAL A JSUA, S8 5 IO BT 3 (1) 1 o ik ), TR & 5 736~
38°C ML B 25~ 355 fr , Horb Pk () 45p A AR S50 -5 P ok R T 40 15 R R AR AR EE 91209
’\’1.1;

[0023]  JDER2 . i INEEYS , 0 3R LR B S5 IR RACHE P UK, 258k RIS &5l £
RIEVEIG » LB , 55 T RE O 78 TR s

[0024] D IR3. (Al D IR240 R 5 AR R A I BT IR B B AR 7], R 20, /£36 ~38°C ML B 8
~ 1247 %

[0025]  JDR4 . I INEEYS » AF 0 SR 3UE B J5 I RERCRLAE RS h ik, Bk LIEW, S5 Tl
ZIRTE G » LRGSR G ROk 70 73 Vi 5

[0026]  JDIR5 . I INEEIS » AF 0 SR ALL B 5 1 RGO AE 37 T ik, Bk I AR I
RICII , LB HE » 7643 VR 2 5 K 0 5m i n P A R 68 S

5
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[0027]  HHT-LA BHEOARTT ML , A% -5 IA AR A0

[0028] A BH I R FH AR 1A £ 4 ik 8505 1) T AR 8 V- VR FH 5 Tl PR Tl FR B A 1 R BT A
TgEHU A VAR B R 70 &, 143 R U A 0. 0081U/ml , 3 HiZ sl 5 Hifth sy sk
(158 X RLZEI5)/INT-01. 04% , T PR 107 K 2 2 087, R AN T 75 TOURR R, 4 T SR 28 ), A
Bl 7

R ] 152 BF

[0029]  Fff &I 1 A, BAIE il Al £k

[0030] it P&l 2 Ay it 9] 1 i % 153 BRI B 1) RR S L 45
(00311 [ff 1] 3 9 Az A A b A T 28

BALHEAR

[0032] "I & G L AA St 451 0 4% R B fiedE — D VEEER UL A KR B FEAS PR T BL R S
1] o STt 51 A R FH ) S Tt 2% A T DARR 9 ELAA AT FH (39 AS [ 2SR At — 0 R, R eI 9 5L i
ZAT AT ()8 AT

[0033] sk a1 « X0 S i il %

[0034] (D43 BRI il % -

[0035] Ak} 54

[0036] 1 HAHKEL « 252 B (CCOOMD Y PR AR A , &5 5 (@) WA FORL (T HD) R L & 1 2 R UR
(mmo 1) , HA #BIMREME , ELA4% 4 1um,

[0037] 2 Wi R < 8 40 A i U 1 Omg FH R PR 36 22 1R (pHT . 2,0 02MD 2m LA fige
3 5mg/ml ik BUFIE R K T AR TS S N BT 8, REBITASIE , IR $h 2 P
500m1 , 4 CHEATENTA~8/INIF, i 3-4% W ER BT 7400, o U 2 19 40 12 2R90%.

[0038]  3.2-MHpk 7, % i (MES) A% — IV i (EDC) = % FR L 2 3k AP B CTRT S ) A0 H A 3% 771 b
KB AE

[0039]  #fE DR .

[0040]  1.HR100mgHAMRL , 52 13 , H10.05mol/L pHAMESZE Mk 1 Om 1 Hi & ;

[0041] 2./ ASmgf 41 B, 2= IR TR &50min

[0042] 3./ 1ml, LR H1K 1Omg/m1 K EDC/K VAV » % I VR 2 10h s

[0043] 4. W45y Es, 25 1iG, & 5%4- i A &2 (BSA) s pHIM Imo 1 /LI TRTSZE i EE 22 2
Img/m1 , 5€ b 3 5 iR ) i %

[0044]  (ZDE AR il % -

[0045] kel S5 Es -

[0046] 1.4 A\ TgESUAA F 75 15k W R AR 1 25 A R 2 W o) 2%, 41 295% , W A Tmg /m1
DA B 5 2% PP RLARAT 5

[0047] 2 Wik W Wl CALP ) 4li 5 995% , b 3k 1 52 9 1000U/mg , e & A5mg /m1 5

[0048] 3 AHIE A4 (N—E SR W fie H FF 8 ) B O bt — 1 — R R B H Ik I fie il (SMCC) , 2V i
FER ST ER R EL (2-1T) W H THERMO A 7] , TRISZE AL 25 A B fb 22 411 5

[0049]  4.G-25¥E kM Supperdex 2008k B 44k A NGE A 71 7% o
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[0050] R AR

[0051] 1. HX1mgHTL A TgEFUAAE, A 10mg/ml BB FI2-TTVE M 3], EEFHE 20min, A
0. 1mol /LK HEMRIAW10u] , 0 Bomin . G258 AR &8 , TR AL S B A TeEdik
ACIRAT 24 H 5

[0052] 2. HY1.5mg[{JALP, il \5mg/ml (K] SMCCIE W 1511 , % i5 # & 30min , G258k AR
R EIEIJGALP , A CR 174

[0053] 3.4 LR VEMWRIHT AN [gEHU IR 5L ALPIR A, 4 CH& M4 T H E 200, H
Supperdex200&E AT ALARIY) , SRAFIE B IRVE TR, 4 CIRAT 45 H 5

[0054] 4 P& B VAW 270 . 5% L5 1 22 11 (BSA) < pHS . 00 . Imo 1 /LI TRTSZE i
P e B lug/m1 , 56 BB AR 1R 1 il 4 o

[0055] i jifh {51 2. A WP 2 e ARSI R SR PEAR

[0056]  (— )M SEiE

[0057] gl HAEs:

[0058] 1 Ffi 4y 5 A AR 77 5 EH S A9 1 ) 4%

[0059] 2. TgEMZEM: B da it R OGIRA) G Ve o e ME T Bl i iR & R OG5 VA HY
P2 F) A7

[0060] il <K it -

[0061]  "~aAer il A2 BREH 4> H sk A6 A E Bh 58 i AT 3= T4 Rk

[0062] 1 ZEAG I Hh N 50w 1 A JURE AR CHIL 375 B 25D 50, SR 5 NN 50u 1 RE 43 5377
TBA, 3T 1CAF MEE 30min;

[0063] 2. ffi Rk fEREIH P IR , 2255 3, NS00 FITEHER , LFR W3 , 52 0 T R
B 78 TR o TR AR, SRR3R

[0064] 3. fNA100ulfFFRIG] VRS, 37 £ 1CHKAF MR B 10min;

[0065] 4. fF Rk fEREI R DTS , 2265 B3, NS00 FITEHER , KBRS , 52 B R T
B 7 TR o TR IR, SRR E3IR

[0066] 5. igHi ok fERE D TP DT , 265 B3 NN 150u LI K JCIRA) , 2Bk » 7850 TR =&
Je RS U 5m i n A AE T AR B (RLUD

[0067] (DR IRREIVPAT

[o068] DL %udELAF13 94 :

[0069] 1. REKEVPAN -

[0070] il “O” MR FEAEA , FH AT I 204K, vH AR A& IE5R E (RLUD B~ 34E (D FbR#E 2
(SD), F U SEM+2SDEL , HE A Z R FE AR A it AHAH SRR #H it - [) )R B —RLUBEAT R s [m VA UL
PR — IR IT R, FEM+2SDAE T N IR 7, SR HH 0 2R R AR B A spe AT DURR o A 73231
REJEAKT0.0110/mL

[0071]  (DARKIGAE, Z WKL .

[0072] 1

[0073]
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F13-STD-A(RLU)

1625 1731 1599 1655
1695 1702 1688 1659
1632 1615 1604 1733
1693 1672 1721 1733
1701 1712 1742 1754

[0074]  ARiKIGII{EX=1683
[0075]  SD=47

[0076] X+2SD=1778

[0077]  (2)BriKIGIH, Z W.A&K2.
[0078] %2

[0079]

F13-STD-B(RLU)
5792 5794 5824

[0080]  BriKIGIIEX=5803

[0081]  (3)A,Briik miflAihZe, = WK1,

[0082]  (4)HFASTHIX+2SDARNA B s fh &1 i 28, REE=0.0081U/ml

[0083] 2 k&% RE VT4

[0084]  (1)ArHr NHEZ L

(00851 iz it 9] 1 fil] & A AR 6 — L, 23 S B A P i = AR TR B 1LY 5 10FLPAT
M5E 45 HE 24 A A2 5 RECN3. 79%~6. 13%. 45 R 2 WK 3.

[0086] 3

[0087]

I 5E M JE A (TU/mL) I E L TV (%)
0.47 10 6.13

7.93 10 5.10

25.32 10 3.79

[0088]  (2)4HfrIi)Hs 25
[0089] 7 52 e 451 1 1] 4% 1 k771 B B = 1t , AR 75 S 2 DU s AR v < s = A AS R R B 14 1
55 LOFL PAT 0 52 o B0 1LY 75 2 3049 P2 IR , Gt 20 B 1A) A8 5 REUN5 . T3%~8. 21%. 45

RZ LKA,
[0090] %4
[0091]
2 ML H P (ng/mL) e R S HTACV (%)
0.47 30 8.21
7.93 30 6.41
25.32 30 5.73
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[0092] 3. HEHHEZIRAY -
[0093] &= /D43 186N AS[Fl (Il PR S RE AR . BRI SR 06 AT RS UE AT = N jids . R 7E

N BHE A& B OLT , SIS R A R SR 1 ] A 1 ) 5k R A
UniCAPllE RGHHAT XTLE «

[0094] X ML X} RGN AE, VARV RGN A8, LAY XVEH S B A OC RETHE - A
FH T A REAS I B (AT FHOE R BGHE, W > 0.98, A A% BRI S Ta & 4, s

FEEER B

RS WKL RS A RIS,

[0095] 5

[0096]

IREE RS Xi(IU/ml) | Yi(IU/mD) | &% S Xi(1U/ml) | Yi(IU/ml)
1 0.04 0.05 44 6.24 7.00
2 0.24 0.24 45 5.39 4.69
3 0.04 0.05 46 17.27 20.15
4 0.22 0.25 A7 12.84 13.23
5 0.11 0.11 48 15.87 17.90
6 0.14 0.13 49 11.36 12.20
7 0.08 0.07 50 12.12 13.43
8 0.20 0.17 51 6.98 7.97
9 0.02 0.02 52 16.09 16.37
10 0.44 0.47 53 26.78 28.43
11 0.66 0.67 54 19.47 18.71
12 0.61 0.54 55 36.53 38.02
13 0.50 0.45 56 29.36 25.87
14 0.61 0.62 57 48.21 45.55
15 0.55 0.58 58 38.14 41.85
16 0.69 0.76 59 31.93 28.55
[0097]

17 0.66 0.76 60 42.23 47.19
18 0.57 0.55 61 32.95 30.68
19 0.66 0.73 62 46.19 41.61
20 1.50 1.34 63 42.07 41.84
21 3.02 3.40 64 41.50 45.48
22 2.19 2.14 65 39.25 40.83
23 0.97 0.96 66 29.47 32.02
24 0.78 0.69 67 86.57 78.47
25 343 398 63 8050 8766
26 2,77 .3.20 69 .79.45 .84.45
27 2.95 3.13 70 70.64 68.77
28 0.94 0.90 71 76.20 85.17
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29 2.80 2.30 72 67.27 65.60
30 0.77 0.74 73 60.41 69.30
31 1.51 1.28 74 67.12 64.51
32 1.13 1.17 75 78.23 78.20
33 1.72 1.44 76 73.74 72.21
34 1.08 1.10 77 50.63 54.65
35 1.61 1.71 78 61.67 60.04
36 1.55 1.36 79 75.75 80.02
37 4.89 4.18 80 69.81 67.30
38 9.41 9.74 81 96.56 94.19
39 11.97 12.78 82 97.75 102.78
40 16.64 15.06 83 87.60 88.25
41 6.55 5.66 84 58.13 54.96
42 15.00 16.05 85 >100 >100
43 15.54 15.39 86 >100 >100
[0098] 4 37 & R e VAN
[0099]  5tif St 9] 1 (k3R e S PR A B0 A2 e B S TgE R A Sy 3R (1 1 HoAth S iB 22

Bl e SRR I ACTgA) B EREE 1 G (Tg6) L S ER B FAM(T M) Al G & R D (TgD) , FE i
WK T B L RREA, AT IEHAT I, I TR SO RN E5 R ILR6 , AR 7L 5 TgA
1gG . IgM. IgDHIAE X B2 351 /NTF0 . 04%.

[0100] %6

[0101]

X SEIRUE (mg/m1 ) TgEM & W B2 (TU/mL)

T IRE EHACIgA) 3.0 <0.110/ml

T EBREHG(1g6) 15.0 <0.110/ml

o IR A FAIM(TgMD 3.0 <0.110/ml

T EBREED(IgD) 0.2 <0.11U/ml

[0102] 5 IS PEVEN

[0103] P =i e 81 1 ] & 53 1) 1) 4k 77 465 5 725 25 v P 3K 55 80 A Un 1 CAP U 58 R G 3k AT X0 b &

HO0A7 A L5 A5 it [0 IS SEATASE 0 HLAS 0 L DL PR P 2., AR S5 B 5 25 4 D 4 ML 75 T Bk P N
R AR , LAVRI VU0 AR G0 U E (1 25 RO AR AR BV 73 B, AHOC T R - y=1.004X+0. 106,
R R E Y :0.9948 2 G it 22 b FE 45 L ARH] , AT VA ] [ A0l 700 8 e ARAE A DB AE S 1 R

I,
[0104] 6.#f&E TR
[0105] %o S 9] 1 [k 71 5 4 B AT 4°C 124 ARI37°CTR I Fa sz I6 , 45 F 2 0 )

SRR AR RO FE R AR Ak A A R DR 25 B2 R T SR FR AR IR IR Y 2 L R
ROHIE12 H

[0106] DA bxA & B 7 VR B, H B BT L SR U AR N LR T A
RIS N 25 INEA SR, 35 AN B DA R il A % B B OR 37 Y, PLAR 48 A % BH IR Fh < 52 ir

10
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VR AR A B U, #8 RL iR S AE A R I I AR VE L Y
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