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Lol 472 i WA 1D 800 T PR LA HH 5 1) S P A 2L e 2 B b ) s, A5l 1 k)2
A ity AR 42 ot AN (B 2, S AL SR BV LR

L

Tris-HCIZEF W 50mmol/L
S 0.8%~0.9%
BSA 0.5%~1%
TRITON X-100 0.1%~0.5%
+ A A 0.01%~0.05%
FEbE 2%~5%
Proclin300 0.05%

pHA 7.4~8.4,

2

T S AR T VBT T A A Y e P B L 3mg/mL~5mg/mL
IR 10mmol/L
BSA 0.5%~1%
H 2%~3%

T R 0.01%~0.05%
Proclin300 0.05%

pHA 6.5~7.5;

R i

TR EE PR (7.3£0.05) 10mmol/L

R MR AR Rl T AT I b A AR (b =095% ) KFP1: Omg/mL,
AKSF2: 0.04mg/mL~0.06mg/mL
7KF3: 0.16mg/mL~0.24mg/mL+
KE4: 0.48mg/mL~0.72mg/mL.
K5 0.96mg/ml~1.44mg/mL,
KF6: 1,.92mg/mL~2.88mg/mL

AL 5%
Proclin300 0.05%
Eme otk 0.01%
Hl 50%

AERAEL/ o B 542 i«
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TRER S (730,05 ) 10mmol/L
e S VE A R VAT AR (A =095% ) AR{H: 0.08mg/ml~0.12mg/mL,
Hi{A:0.72mg/mL~1.08mg/mL

NS 5%
Proclin300 0.05%
TR 0.01%
Hi 5%

2. QAR SR LB (R0 6, FRR AR AE T B e e 1 25 Il | AT B S B R T
WA |1 AT T A B AR B PR

3. WU ZE R 1 B2 Bk (R 70 &, LR AR AE T i e B L SR g 8 S A 2R 4 /K H
TRAZE A7 1) 58 05 LIRS » FHRLAR 950nm~80nm AT HLAE 79 250nm~ 300nm F AR ZH F o

4 ANBUREE R 3 BT iR B9 ) 6, FLARAE AL T BT ad (09 25 0 WA 1) AT B e i 2 | AP 3R
il #4117 e -

1) MK AT 18 A5 TP 2 8 g MBI

2) X 43 B HA B e | AT B A CagARIVac AR PCRIF I T 5

3) Ry 25 F A AR R

4) W R R IATY KR 9% 5

5) ANMIBRRE , B Oy, $REN 35, 4k S iR I E

5. WA ZL R 284 BTk (0 7 &, HARRAEAE T ik %ﬂr FROTE I [ AT BT e 0 A 1)
SO B LR i % VR

1) B FLIRER I - 67168 S A0 5% 4 /K By A i Tk e v, AT BRET (Suc) HEATAZ M
BREA RKERIEN SR A8 JhE .

2) B FLRTR AR I s FHE 1 % H ¥, 0,01 % - e 285 %) 08 17119 1 Ommo 1 /LpH7 . 4T3 FR 2% pf
TN B FLAURE 5 B B 5me /mL, 4 5708 ST Ak SR 48 K TR R Bk I 75 PR S () B /R B 12 3~51) L
BIIMNA— (4,6 " F 48 5 =B —2—3L) —4—FF L0 ipk £h 5 £ (DMTMM) , YR 2135 465-10min; #% 5
AR G5 K H TR R L MR TR L < 1: 30 ~60 I AR (BB , 37 CHRRZ2 & 1h~3h; N
ANEH0.5%BSA,0.01 %+ 4wk A& 1, 5% H il £20.05%Proclin300(% 10mmo1/
LpH7 . AT R 22 ik , 37 CHE IR B Lh~3h; 0. 22um¥ it Y o TR 10 52 1 10 L B SR, 4 25 i,
ImL/3Z, 4 CIRAF -

3) A# F A 25 843 FI R AE N 50nm~ 80nm AR 45 Ny 250nm~ 300nm ) #8324k B 467K H
TSR 3R 2K M FURR AT FRic s I hRin 5 9 IR LB T IR A H SRR S o b v, Rz
N50nm~80nmf B FLH N0 .65 % ~0.85% , KL% A 250nm~ 300nmK) i FL 0. 15 % ~
0.35% , 1R A4 CIRAT o
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— MRS AT E BURE RIS R R M R R R EE
AN EIR =

BR G
[0001] A B Ja B S A B0 B AR AT , 80 B — Pl 8 e WA [ TR A TRT B80T PR A4 At 23 1
PR L G 3 L Ml iR

BRREAR

[0002] @4 JMEAT B (Helicobacter pylori, fai#RH.pylori) f&—Fheatl , L 8iE | K umél
VEFEE S H AN, EA% BT, A B ORI b R A B SR 1 2 A R R BN
o

[0003] W[ JHEFTTE & B R B R 12— o 19944F 1 7 PA 43/ [ B s i ik 72 ALAE) (WHO/
LARC) ¥ 58 A1 EBUE R AT IR = BN, R L TAH —FH AN DR, R E R
F(RIE60% ~T0% o LRI, WA T WA T 2 b o HH S 25 16 5 S8 [0 0k 1) 2 1A i) A

[0004]  p | JHBAT B F= 2 NP PP AL, o 1R 3R 3 VacA, CagASE ZE A, #E A N2 S E
B E N EEE A M LA () 2R 2 (BAS) S EUE i b9 58 =, AHEE RIS NBE, RO
A 2015 .

[0005]  E wif e [ JHRAT B A U5 B B3 o APERIFEARZ APEPR R K

[0006] {2 N3 B Ao IMIVHE AR , LM oo N — R 75 2 N0 N B 30, 4 A 3 SR ORI T
HAZZETNEE R 2 R B, AR T 1 P2 W s DR AN 3& FH T e 1 A T 1)
KW 51697 .

[0007] R4 A PEAG: D3R G 1 DR S B4 FS 58 i S R R vy B0 AR 1 HG B R AR Rk 4, kB8
V5 B R 2 W B8 R I 7 20 o IR ZR IR0 BAR RS s, HL T se Bl =l e 0 A
—E W TBURE 5, HAG IS FH 5 57 o L5 0 o IR I K S 0% S B AT ik B R it
TAEGETF B, AER I3 B 1 ELAS R T R A ) o F52 7L B 38 L ek v 0l | A B AN T
{6 S PRIE AT SR SR I, 1 LR e mAR W ) LTS A5, BH T 07 VA R WA T ) AT B R
v 20, BIR Tz (s v, B ArE w2 AR R R
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A

R

HAFE

R

A

AT
s

R
LA

Bl Nally=y

KIH%TT
AR

S EN
s, s
IREBHE, 1]
WA TN e A
B AT 42
Pdaf sk o
AV — Rk £

Fite 20 OB

60nm-90nmHIRE£2
H160nm-200nm i

R Ak 3)

1 FHEDCAHT B L
BT IEAL

Y | Rl BRI | DBIERERER | D ERBBN. 2 | 201110219
R | TSR | Lo VPR K] | AR, T Tﬁ.i&ﬂ 4173
TR | ERIBIL A A EG | 2.0AU/MmL, 2k
FeHIR | Eam ki PR e R | S ATAE)
VAN s IREGIUE, B4l | (5~180)
AT EM | AU/MmL;
REHATH IR | AR e E2-8%
Huﬁ@W@a% 124 H
APtlE: 2) AR
WLk N
50=150nm
BR[| R | RAE | Ol ERR | ) SRR R | 201210382
EAY | i | Kok éé&ﬂ%ﬁﬁﬁi, by | BUERE, AR | 1222
FHERE | AT e IRFT s 20 BedL okt | 3.0AU/mL, 2t
AR | EEE %;9-Onm—300nmﬁ S Epest
3] (1%l bR Z M | 185AU/MmL;
Wk 3 EHEDC | 2k H2-81E
R AAIREAT I | AR L6 H
1t
AbESE | RMHETI | BRI B ESS | D) 2ERi. ® | 201210147
A | el BT | Hauk MR RE: W) | BUR R, ATAE] | 4114

2.0AU/mlL, 281
245AU/MmL;
2)fesETh2-8 1
I Ar121H e
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BAZ 7515 B AT UAFAE LN BORSREE - 1) 5 lhs R IE F2 Wrbr e LU B UK i 3V B A
B JSE AR 5 2) SRR B J LA SR AE 0 Jir A BB A o ) A S 1 5 S Tk AR R B R 15 AR5 2
25 3) WG T AR IR R T S AR PR R A S TS LR A 5 sk i) W IR A Y EL R ks
IR RO, B, 45 5 P B Aam AR e TR s o8 T il PRI S i DR I &5 SR ] A
B, & BB DRI BORN REUE, ek, Fr M SR sE Tk

b4 SES

[0008] A& B T vl M AR IR H AR SRS SR AL T — Ao w1 T 0% T PR
05 SR AR R AT, RGUE R, 2R VR R T WA DB TR E0R B R AR I e R B, A
AR & () i 4% T i

[0009] AR BHREX B AR 7 4842 « I A5 1 40 20 2L 1) 2R P WA T DB AT T8 BE R D 45 6 T ok
PR 00 R L RURE b 4 v LT P ) 1) 5008 T PO AR D 28 % B IR PR 45 A B e e 12k

[0010] A% BH 2l i LA T & SEELY -

[0011] ey T AT 1T B0 R AR e A I s k) G, A L 7m0 2 L e ARG o 4% A
T A A Bk S N

[0012]  BLF1:

Tris-HC1Z2 Mk 50mmol/L
AN 0.8%~0.9%
BSA 0.5%~1%
TRITON X-100 0.1%~0.5%
- R R 0.01%~0.05%
ERE 2%~5%
Proclin300 0.05%

pHAN 7.4~84,
[0013] s 7)2:
R e AR Tl BT T e A 1 e PR L 3mg/mL~5mg/mL

TR R R 10mmol/L

BSA 0.5%~1%

Hih 2%~3%

+ B R AR 0.01%~0.05%
Proclin300 0.05%

pHM 6.5~7.5,
[0014]  AZHEN
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TRERZEME  (7.320.05) 10mmol/L

B RPER W T BT R A DU (A0 =95% > JKCF1: Omg/mL.
KF2: 0.04mg/mL~0.06mg/mL-
K3: 0.16mg/mL~0.24mg/mL.
7K F4: 0.48mg/mL~0.72mg/mL.
KFES: 0.96mg/mL~1.44mg/mL .
KH6: 1.92me/ml~2 88mg/mL

ALk 5%
Proclin300 0.05%
ke B AT 0.01%
il 5%
[0015]  ARAHL/ fi {5 42 it
T ERGE I R(7.340.05 ) 10mmol/L,

e SRR T TRBT B e AR (AEHE=095% ) {i6fi: 0.08mg/mL~0.12mg/mL,
F1H:0.72mg/mL~1.08mg/mL

AL 5%
Proclin300 0.05%
+ R 0.01%
H 5%

[0016] i S VR 245 P [ R AFT T 70 B 0 2 SV WA | ) A BT 4 B AR B 1 B Jid o

(00171 B il i P Js AL ASURSE A b S A B8 44 7K H RS A 1) SRR 2 I LI, HR R A% 950nm~
80nm KL A 250nm~ 300nm R R LAY o 3 8 AL MR B4 A IR 2 5 78 H Rk 1 5 R <k
AT A0 K H TR 1 R L A BRI 5 g L b S N T R AT T — Bl ST AL TR 4K
THTRRACE U5 140 3R 2 2 45 LB 1) 7] 8% o JEC 7 B L 3 it 4 % L by v 160 2 FH 5 2% R BH R FHIR SR 4
ZXCH TR (95 A A X 5 A%, L HC SR SRR A% S L AR, T 9 R A 3 A2 ik ) R A B 2 vk
(19358 1 75 2R o AR I B UK Z B Lok i F T e T T8 T IR, BUR AT BRI (Sue) 1
FTAG S B A KSR 168 S AL SR 4 7K T Tk o 8 1 AEDGS 7 B0, 5 T4 il o R T AR R BH %
2R 1 B RO TR B o 7 R AN R B i i SR AR 2Rk B RLAR 50nm ~ 80nmAKL 1% Ay 250nm~
300nm P PR -

[0018] A& BH Ik 2R WP iy | ) AT T 470 R 1) ol % R S AP IR

(00191 1) AW [T HEAT T A5 3 v 23 5 HE A T DA 1

[0020]  2) X435 HH 1) g | T BT B il Cag A FHVac A PCRIT U T 5

(00211 3) MR HE I &5 SR i e tH 2 P TR 4K 5

[0022]  4) X AR W BEARBAT - KR 37

[0023]  5) 4H MO A IA , 2SO, $REX 3, Al A0 J i IR I E

[0024]  7E B ARSZHEHIH, AFF T — Pl & AR e T TSR B B R i

[0025] AR BH rf , BT s S 1 AR SV A DM T B SR A ) B LR il % VR T

7
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[0026] 1) B FLAER IS AT « 45088 SCA TR S 7K H Bk iE i T-ibme v, [T —BRIEF (Suc) #EAT
AR 2 B R B8R 188 S SR A /K H vk

[0027]  2) B FLURiARIE : B2 1% B, 0.01% 1 e A & 179 10mmo | /LpH7 . 4T R
2% TP RCHG R LSRR T b me /mL » 4% 5 768 S AR A 7K H VR sk B B R B I AR R LK1 : 3~5
IEE AN A- (4, 6-— F 40 = e —2-J) —4-FR JE sk £ pig & (DMTMM) , V& SJ35 A£5—10min
P 5 S A BE GiK B R R EOER R E L  1:30~60 I AN {H B LR, 37T CHEIR A B Lh~
Sh; IMAEH0.5%BSA,0.01% |+ e A A, 5% H il 220.05%Proclin300/% 10mmo1/
LpH7 . AT BRZE Mk, 37 CHEIR B Lh~3h; 0. 22umyE B U8 o 15 AR 10 52 B FL R BkL 4325 i
ImL/ 32,4 CAR*F

[0028]  3) fif A L3 20 3R 43 HiA RLAR 5 0nm ~ 80nm A 42 4 250nm~ 300nm[) 8 32 A4 5 46
TKH VBRI SRR O FLIR AT bRl s s il e I LT IR & 3 2 AR R 4t it
KN 50nm~80nmf iX FLU JE N0.65% ~0.85% , FifF A 250nm~ 300nm ) X FLU A
0.15%~0.35% , /4,4 CIR/F .

[0029]  ZJ% B BTk (1) 3 U IR, R BEAT 4 R UL BH L 3 0 B E AR A 7 LR, B
100mL & H BT ¥ o 1) e 50

[0030] AR EHIKAH m AR

[0031] 1) AR BRI XA E AR 3 AT 0 B S8 , A AR W T B 2R E B S, 1T
AR L ) BT T ST LT 2™ AR A R B, 1 EL BT I G I WA R TR SR AN ], AR
R PR SR AN [F] 5 A BH 388 3k T SR 40 26 ] 4 250090 2R IV WA | DA B T AR 0 S ) 7 3 T
B R B0 U e N IS R RO 5 (R B T WA T DB AT B A B A S K, e A T A iR
1 7R A 2k G DR — o i 1 A S A RS R e P PR

[0032]  2) A W 34 FH 9 ook A2 FX) ke S A0 58 4 7K Vel TR i 10 B L 40K 5 8 38 ) 4 12k
S R BRE B[R] R, 1) FH 88 S A 58 i K H VA 1) 2% A Rr PR IR AR IR I SR A R, de mr R A4
KR4S 6, (R I R E 1), OR 37579568 S A0 58 i /K H Ve G B =) 7 FH L 3850 1 LR RoRE
(PR TR R b S -5 TRk &5 5 () o Tk R R e

[0033]  3) f FLATURE i it A b 3 P31 %6 v, 0. 01 %6 1 e 5 i 26 R 1 Tl PR 02 1o
s T F LR 3G N 1 B FLISURL IR 351 50 52, i S B FLAURE B 5 65K A 40 T e S i s AL
li1) , 5] A 5 Y e AL SR ) 0 o 5 30 P4 (4, 6 — PR AR i =18 —2— k) —4— R Rk 6 i £
(DMTMM) A R R Bk 5 B A A IR, DMTMMAS el A~ = e 2 40 2 0 68 1) Wip 0 4 FH 3 m 17
PR S TOR AR R, 1R m T ki (35— s 1 S A0.5%BSA,0.01 % 1+ 4 24
BT, 5% H I BEBR G vl AR R L, D80 T ARG e R B A B HG dR T T PR S
BRES G BRSSP SCRS S s iR 10 R AR 87 55 2 T4 A, AR 7 UE SR B RS e e e
PE R 38—

[0034]  4) ik K& LIRS, BB 1 — Pl B A% 2 10 1 R b b A B T s 1%
PRSI TRITON X-100 P[RR FH L a1 1 eS8 2R BUis bR K28 77 b 1 eSS 2% B ) 1400 s [
I 3R e T R s FIBSARI AR e M, 76 JEOR LA [ R KB & 7 BSAMF 7 MR B 2% 5 2 11 O B

W T 2R PR S ) IR AT R B R R R RS S ORER T AT VBT B R ) R A AR
SR 50 AR B Y U F) VR A 500 A A AL s A5 3 V3 R 1 4 Bk B R 5 T2k o [
it e SR A S H AT R AR VR, HProcline 30010 BMAME AR A AE K T &

8
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B, AR AN G AE2C~8 CILEE LTI AT, 205 E201 H.
[0035]  5) J@ it 2% 20 43 e bb A e B 1R, B 20K m PR A2 T PR AU 5, 4 e P R i P R
27 90%LL |,

Bt 15 BA

[0036] & 1 Ky FHI A & W SEZ it 491 1 41l 4 110 6/ AS 5] 86 5, OAU/mL . 4AU/mL  16AU/mL . 48AU/
mL.96AU/mL.192AU/mL G & % 5| 40mg/mL.0.04mg/mL.0.16mg/mL.0.48mg/mL. 0.96mg/
mL+ 1.92mg/mL) it 4= IV K | JREAT B RS HE Y, 7 H 3270804 H s AL M A b, 28 1l A 5 i
TR it R AT I 28 o G FR Xl IR R P | AT TR PR I B = (AU/mL) s YRZRIBROG .
[0037] ] 25y Sl 451 1 %o R X0 G 2 MR VG R AE DG P /s e T, T 3 9 st 461 1 % BH k) s e vk
i [ AR s B

[0038] lgllﬁjﬂt)fﬁzl—(ﬁ%iﬁ@fﬁﬂZ%U%E‘%ﬁ‘KﬁlﬁE,OAU/mL\SAU/mL\ZOAU/mL\ 60AU/
mL 120AU/mL. 240AU/mL G& 43 51l A0mg/mL.0.05mg/mL0. 2mg/mL.0.6mg/mL. 1.2mg/mL.
2. 4mg/mL) ¥ %5 P WA THEFT TR HE S , 78 H 3170804 [ BN M b, 2 il H A e R
it AR 28 o HP X R AR T [ IS B AR 1 & & (AU/mL) 5 YRR B

[0039] =] 5y S il 451 2 5% HE ik 551 o 2 M Y A DG P /s i 11 T 6 9 Sl 461 2. % B k77 e 2
T [ AR s B

[0040] IEI77'37!()3321-(75\5@iﬁfﬁfﬁﬂS%U%E‘%ﬁ‘KﬁlﬁE,OAU/mL\6AU/mL\24AU/mL\ 72AU/
mL+ 144AU/mL. 288AU/mL (& & 43 7] A 0mg/mL.0.06mg/mL.0. 24mg/mL.0.72mg/mL. 1.44mg/
mlL+2.88mg/mL) ) 4= IV K | JREAT B RS HE &, 76 H 3270804 H sh AL M A3 b, 28 il HH A 2 i
AR ot R B4 i 28 o G XA R 7R 2R WA T U T PR ) % & (AU/mL) s YRR R OGS
[0041] ]85y S i 18] 3 o] HE 3751 o 288 P 1 A D 1k 7 7 5 PR 9 9 St 497 3 A ) 4k ) e 4 12k
[ A s B

BREHEST

[0042]  sizjife 4515 A i B AR 33E— 20 13 AU , AR FRE AN R T A S e 491, 3¢ A S i 491+, A

e AERE 0 A R U R B 1] o T AR R TBC 17 32 o S e 0 B 389 D0 B 92, i A Ak

Ca g i ws i IR IS O RIDN N/ EF

[0043]  Sijifsl1

[0044]  — WA ) WRAT TR B0 B A0 4 I o k7 1) o &

[0045] %<1V iy | ) R AT T U JEL ) il %

[0046] 1) F5 WA JUEAT BRI 0 B 45 35 15 S « T /e POl | DB AT T S e 25 11 RS 2

2,05 BRI 2B T 560 SmLAT ES R1Z 1) 353 1 45 o it B8 i % WX L OO L R AT

T ARG LE e PR 1T 77 B TR b (58 % (R I 41 4 - 1ML , 5mg/LTMP, 5mg/LZ A5 B =B, 5mg /L

PEFERB, 10mg/LA 8 2) » R G PARCE T = M 4555 (10%C02,85%N2, 5%

02) 37°CHEFRI~TR, 5 57 tH (1) ] 5 T ¥ 3 AT Jo =2 Yo BBk IR 2= I - Al ST i s 58
G R BB STYUBGN AL, =g S0 BH PR m T 0 55 5 e [ BT T (— 0 B AR EE B,

— 53— B AHPCRIGIIE)

[0047]  2) X435 A il T AT T A Cag ATV ac AFRTPCR I M s PCR T V23R (PCRAS 514 K2

9
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HR R A WD)
[0048] &) 4HTEDNARI$REX 512 , FDNAFR B 77 £ 10 B 4 1
[0049]  b) PCRI 5144 S oI B2 A LR 1

R PCRIIWIAN e BL4& A

HEZ CaghA VacAsla
514 AAAGGAGT | CCTGCTTGATT | GTCAGCATCA | CTGCTTGAAT
GGGCGGTTT | TGCCTCATCA | CACCGCAAC | GCGCCAAC
FEUIRIE (bp) 92 190
T C (min) 95(10) o
ZFPEC (min) 95(0.25) 94(1)
BT (min) 60(1) 52(1)
EMC (min) 72(0.5) 72(1)
et 50 35
R C 72(7) 72(5)
BE Lk WEE 5F 2012 Erzin et al 2006

[0050]  3) MR I 45 S0 106 HH 2R SV TR R < 0 g 1) MR AT T B 77 2 DRl Cag ARIVac A Y 58
J& » IR EE R A, 573% HH AR I TR AR

[0051]  4) X R W EMRHEATY KR35, 600 T B 500mL 73 10 % 3 A2 /N2 L& (K BHL 5 57
IHETE R P R HE TR O O DARR 2578 25 5% (R o TR 4 A e A 24 TR V5 %) » B T-10%CO2,
85%N2,5% 0l R EG 554, 37T CHEFR3~T R

[0052]  5) 4O AR, B0, $REN I, 24k A R PRI E

[0053] &) BR250mL KA 19 B B, T8000r /min 00 15min, 3¢ i, UTIE M 10mL
10mmo1/L pH 7.4¥4PBSZE ¥R G B, T-8000r/min .00 15min, YLUE A 10mL 10mmol/L pH
7. 4PBSZE PR IR A 5], B A , T-8000r /min &0 15min, B i I8 H it B 80 C %%
F o % FIBR IR 5 UTUE M Sephadex™G-25%k it g =4tk & 1 o

[0054]  b) Jt J5E £ A BE DN 5 DABCASR 1A ¥R P I o ) 6 v | VAT B B i d VR
HEHWKEN=95%.

[0055] & 51 1 1 4%« ZE60mmo 1 /LI Tris—HCLZE M , R N0 . 9% &4k %, 1 % BSA,
0.25%TRITON X-100,4 % F#EH#E,0.025% |+ ke LB E M, 0.05%Proclin300, &4 5k}
SIS BRI FE 35 5T, B3 JEURNAS N4 o 5 4k 2P bmin , § b 2min, JpHA 7. 4, BIF3 23K
Lo

[0056] i FF120% il % -

[0057] 1) B FLASBRIAE I « H0 88 ST 5 A 7K B I eV Al Tk b, FHT S BRIEF (Suc) #E4T
ABATAR 2 S5 R B R L 1 88 ST A SR 4 /K H vk

[0058]  2) BXFLRIARIC: FI2r 1% H W, 0.01% 1 4 53 % B 5 19 10mmo 1 /LpH7 . 4T 4
23 PP A B L SURL A R o me /mL » 4% 55 68 STAL S AR 7K H VTR ISR Bl & AR L1 R R G 12 31
EE NN A— (4, 6 F 48 2k =g —2— %) —4—FR LN nph R B2 5h (OMTMM) , VR 2J3& Akbmin s #% 5

10
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AL Za K H i TR B R BT E L - 1 60 A RHE B, 3T CREIR A E3hs A& A
0.5%BSA,0.01% 4t BB M7, 5% H I 0. 05%Procl in300(#) 10mmo 1 /LpH7 . 47 iR
28 P, 3T CHEIRE 1. 5h5 0. 22umE I 8 5 48 b1 56 B 1 L FURE 73285 Rl ImL/ 32, 4 "C AR
1o
[00591  3) fdf ] b3k s 08 45 S K 42 A5 0nmAFHE 4% Ty 300nm 11 788 =7 A4, 58 45 7K - Yl kA% 1 1)
FORCIGIUBAT IR, AR e g5 R G BT iR 50nm i FL A BT A 300nmB FL , 1% i AR T 4
it R A50nmi LR E 0. 75 % , KA Ay 300nm K B LI 0. 15% .
[0060]  4) FRic ke« A8 FHBCA R [ ¥ B I s k) A e S A 1e J0 4 3 v b B Bk
PRit#E = rit dEAE- LFRPED R /Rt 8 EH E%100%
[0061]  5) 5t J5 v B2 1) 0 5« MR 70 e e i U)o 0 5 i L ) B R A 2, 32 B 2 P e A
F440.5%BSA, 2% H i, 0.025% 1 4w H: 3 4 B £20.05%Proclin300f# 10mmol /L
pH7.35£0. 05T ERZE Tk, # R0 I ¥R 2 42 3mg /mLL, B 75 21320551 2.
[0062] IRz it » AERAEL B 48 ot A R A L% i (9 1) 4% /E10mmo 1 /L, pH 7.3 0. 05T FRZE v il
L 35 % AILTE .0.05%Proclin300.5% Hil.0.01 % |+ —fe 3 & A R
WA T VIR AT B R LA PUAR , LAl = 95 9% , (TR A it ) s 24K 243 7 1. 92mg /mL . 0. 96mg /
mL.0.48mg/mL.0. 16mg/mL.0.04mg/mL.O0mg/mL CEEAk Jy¥iF I 847 43 51 N 192AU/mL 96AU/mL
48AU/mL+ 16AU/mL4AU/mL.0AU/mL) , = {EL Bids i i) S 449K 2 M0 . 72mg /mL (72AU/mL) , AIR{H
JoR A5 o ) B 2R B 0 . 08mg /mLL (8AU/mL) .
[0063] = WA 1) WEAT B 80098 B AR A4 00 5 Tk 7 e e AR AR 1K) 0%
[0064] AW J7 vk K SREGSHT
[0065] 43 Hfr i 26 % (1)
[0066] 255 A & « il 5R) LR RI2 B &40 0l 9 180UL AN 30uL 5
[0067]  FEAHIE:6uL
[0068] ol K : 565nm (700nm)
[0069] 5 I BR : 180uL B LANAGULIEAS , T-37°C3min fa SIA30RLE 25 U613 1, I
2 Amin T 1 HL 55— a4 B B OG22 4E
[0070] &2 fil] A% S it 9] i 4% 1) WA | D WA TR 50005 TR AR e A 0 5 7)ot PR o 25«
[0071] S FHAR S it 9] ] & 14T © ot AS [5] F5 52 110) 2R 0 1y | DB TR AR 4 ot » 76 H 32708042 H 3
A AT AR F R B DD BRIIAS AR R AR v ot P A it e (Cn T L) o B L it
ERRA SRR B R IR HE S o HH X R R R A T A B P ) 5 & (AU/mL) 5 Yol
RARBICIE
[0072]  EXRFUNEEAS , [ REH HE o 20 SR DAL AR [ W ' 8 2248, AR it 2, RO AT v 5
HHARE DAL A rh bl 1) WA B PO ) 25 5 o S SR A A il | AT T e A A 58 HH A it 2 ) 3
N T AREARS DI AR R TE , 75 BN RE AR AT & AR S AE R AT R U
[0073] =, W I WA B 008 B AR A I e a1 6 P e e e s
[0074]  JRHERZE N BB 0 B A48 S RUT A 58 N BH PEBCA] 2 8 B 14 150041 A L3 « A AR
RS T BT s b oy g5 R Wk 2, K 3.

FAE2 WA A BB 2 ) B RG4S RUT

11
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P ER ARG B BRI 4 A RUT
HEfE B 14 B
FH 247 18 265 BUEZ: 95%
FRRUNEH | Bl 13 222 235 Frelh: 925%
Jt7s 260 240 500 i 93.8%
FAE3 LA AN PN B A 7 1 B RG24 S RUT
VA EE B AG 7 1Y B RS 4 i RUT
PH 4 ERS Bt
FH 195 114 309 U IE: 75%
f HE AR AP 65 126 191 e 52.5%
et 260 240 500 FEf L 64.2%

[0075] PN Bids R T E A 2 45 HL 2 IRRUTRH PRI 10, A0 T A8 T ik e (BRE)
ﬁﬁlﬁ%ﬁ%%ﬂ%iﬂ%%ﬁﬁffﬁ RUT BRI 250, DUIA 9 W 1A B R () 5 %o b s 70 )
AL G, UK ET5 % B F1E52.5 %, KE I 64 . 2% s AHEL 2 TN AR K B ) 1 AU
95% , 5 PE:92.5% , K51/ : 93.8% .
[0076] ALt 7~ T AHEILAA B A, A B B i () e DA B A IR B R
T B B B DR S S AR TR I A B B AR B e e AR e, R v TR W ) R BOKS
Y, AFIGPRIZE A 18 5 2 X
[0077] DY, W | JHEAT B B0 lﬂiﬁmﬂwﬁiﬁ?‘mﬁﬁ@ Ept AE ARG B A 0
[0078] 2 HE AN ) #R AR T v A U 1) WA T S8009 T AR e A4 00 5 X791 P s AT IR
(00791 (1) Kl = kS PR (LOB) : X755 % 2F M 3 1) AR 28 E5 7K 100mL , 46 6 042 , -4 £ 4
MNEIKHES , 1 SAG IE 5 SD o 3R I6 &5 JR B 7R A BH 70 Asns B8 k77 (B A 2B 77 il 771)
1925 3 46 PR 43+ 51 M0 . 4AU/mLL, 0. TAU/mL.
[0080]  (2) v 55 B ARAS M PR « 36 PES A 1 N LIS REAS , BEAT AR RE I, SRR AR I 1 29K,
THELIAME , SD o AR B ARG MUPR AR B8 1 [X 1] T 2 1 S AAS U 3 B K B R Tk SRAEL A T
BARFRHEAE I P RS ARl 22 o O 2T FAR B 2= AR PR AN F I AN ({LOD=LOB+ (2%
SD) }) BE AT 3R AF S AR DURR » A% & B0 R06 B0 (B 22 BTl 38 2l ink4a, 5
Frowe

FNE AR TR B AR M PR 36 25 SR

BE KRR 15 2% 35 45 55
1 0.7 0,6 0.3 0.8 0.4
2 0.6 0.9 0.1 0.3 0.1
3 0.5 0.3 0.5 0.5 0.2

12
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4 0.5 0.2 1.0 0.9 0.7
5 12 0.8 0.7 0.7 0.5
6 0.1 1.2 0.8 0.2 0.2
7 0.0 12 0.1 0.1 0.3
8 0.7 0.6 0.4 0.7 0.4
9 0.4 1.0 0.7 0.2 0.4
10 1.2 0.4 0.0 0.8 1.2
11 0.3 0.7 1.0 0.1 0.2
12 0.7 1.0 1.3 0.0 1.1
BiE 0.58 0.75 0.58 0.42 0.47
SD 0.37 0.34 0.43 0.32 0.35
SD 1 0362
ARAS R (LOD) =0.4+ (2%0.362) =1.124AU/mL;
FEAK B0 bR e A I PR 1t 36 25 SR

HER AL 15 2% 3% 4% 58

1 1.9 2.0 0.7 2.1 1.9

2 1.0 1.3 1.3 1.7 1.8

3 0.5 2.8 1.4 1.9 1.7

4 0.0 1.9 0.8 2.9 0.2

5 1.9 2.0 1.8 2.1 2.1

6 2.0 0.9 1.7 1.4 0.1

7 1.3 0.6 1.3 0.4 2.0

8 1.0 1.5 1.5 0.1 1.6

9 2.4 2.0 1.7 2.1 1.3

10 2.3 1.3 2.1 1.4 1.5

11 1.7 2.0 1.0 1.1 0.7

12 2.1 0.1 1.3 0.6 0.1

SaIL[E) 1.51 1.54 1.38 1.49 1.24

SD 0.74 0.75 0.40 0.83 0.76

SDIAMH 0.697

o ARA R (LOD) =0. 7+ (2%0.697) =2.094AU/mL ;

[0081]
[0082]

i T BB TR S0 TR RS 00 ) 1 SR A T
FH B 0 PSP AR AR 7R, 0 SRl iU 5 2 0 7 2R I RO A8 B S

AU/ mLY I R TR AE A B 6 BE 2248, B 20, TR 6 Z2 (L RLAN /N T20.. 005 5 S B 77 Bk
BE 45 SR B LR 6
R 6 RIPE R IE

13
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IR B A A HEd A
TR AR L (36AU/ML)  0.1800 0.1807 0.1000 0.0900
TR 0.0008 0.0010 0.0019 0.0016
SAUML BRI E 0,0249 0.0250 0.0136 0.0127
WA 0.02495 0.01316

[0083] AKHIRFIE—EL B RV NEM EAEEEATMEL4- @, 6-—FEE=
Wr—2— J&) —4—FF JL bk 5 B2 £k (DMTMM) , 38 3 Ak S A8 ey 45 6 218 S04 58 4 7K H kA% 1
[ R ZINT ks A28 (1 B 2 0 LIk b, — 5 ) 4888 S AL SR 4K H MBS i i SRR 4G 3L
FRRIUR 235 7K P 3 i, A A5 B R BUR 45 & BUR R &, PuR AR & 6 I B B s | 2R [ 5 5
— 3 TH] 108 3ok K ks s L B A A FHTROR T 5 I PR ARG I 28 250 5 M iy SIE TR R ARG B AR DU BR 5 32 v
RABZ HIRR o e BHAR T BT B ol 771 AR PR S R g P B 4 SRAE SE A i B 57 SE B
AR B ARCAS UPRR , 32 REBUZ IR .
[0084] 7. Wy I ] AT TR E0H BE AR Do A I e X 7] 6 ) 2 PRI
[0085]  FHEA HH B30 T4 PRy [ R A P 1) A o R HH B S T 2R PP YR T T BRI B B A
TREA RLE DS IR FERE T B FE IR 34K, 43 ) =R HE I e &5 SR 3504 (va) o ARG RR IR B
(x0) NEZE, AIES RIBME () AR SR PR T 5 RE 3% A (D) TR Z PR 1S
FIAR 22 (r) -

SO L e SN AR (D

T | | | |

[0086]  FEASHil 4

X B
MR LL 451 2.5% |5% |10% |20% |40% |60% 80% 100%
W (AU/mL) 4.5 9.0 |18.0 [36.0 |72.0 108.0 | 144.0 | 180.0
A B
Fs e L 451 2% | 4% 10% |20% |40% 60% 80% 100%
W (AU/mL) | 4.0 |10.0 |25.0 |50.0 |100.0 |150.0 |200.0 |250.0

[0087]  [m] )53 Hr &b R AR TR

RAET BRI Hr
| ERIRE 4.5 9.0 18.0 36.0 720 | 1080 | 1440 | 180.0
M| TR 483 | 918 | 17.88 | 3528 | 70.08 | 104.88 | 139.68 | 174.48
oo SIME 4.3 7.9 16.0 40.8 61.8 93.5 | 1585 | 171.0

14
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7 49 9.0 18.5 39.4 717 | 1051 | 1533 | 160.2

4.0 8.9 159 38.0 62.1 | 1006 | 1618 | 161.7
§oi= 440 | 860 | 1680 | 3940 | 6520 | 99.73 | 157.87 | 16430

difimze | 04 0.6 - — — — — -

HIH R — — 6.0% | 1L7% | -7.0% | -49% | 13.0% | -5.8%
e i 0.9914

FEiE 4.0 10.0 25.0 50.0 100.0 | 1500 | 2000 | 2500
e 408 | 1012 | 2524 5042 | 10080 | 151.17 | 201.55 | 25192
| SEIE 4.4 9.8 26.1 488 98.7 1666 | 181.6 | 253.5

o 3.7 9.7 24.9 47.7 104.0 | 1676 | 180.0 | 2483
A 42 9.3 234 45.4 100.1 | 1645 | 202.0 | 261.6

W BE | 410 | 9.60 | 2480 | 4730 | 10093 | 166.23 | 187.87 | 25447
Al xRz | 0.0 0.5 o — — - — _
MR | — — | 17% | -62% | 0.1% | 10.0% | -6.8% | 1.0%
r {8 0.9965
[0088] A B Ak a8 e 326 FH K /IN 9 ks 426 1 o8 S A 2R i K HE Yl TRRAZ 15 1) SO 2 0 FLIR
RURL , AN R AT e 1 Aar a7 6 ) e S ] 5 4480 S A R A 7K H SRR 1 ) SRR M 3
Foe FIURE ] B AR DR AT R PR B R A R R B S SR E T AR Y B4k
PEJGEE B [EI I, 32— U0k 7 A I AR M, S s 1 ZeMEAH ST o A Mt 45 L AT oA i B 2
VRO B P A A2 RECI AT 0 B o HARZE P [ )5 5 FE LI 2, 13
[0089] -t WA 1) WA T U B AR A4 T 5 X 79 & R A MR 2
[0090] gl FH A< S it 491 By ok 3751 0, o6 o ARSI A ST (9N LT A AR [V 2 AE (10 2) AU/
mL. (90 10) AU/mL] HEAT MSE , B KRR AR B A 58 109K, IF 70 7 52 °C ~8CI E 201
H I 5 5 SR BEAT XL, 3G UE I 58 45 R HERA TR , # B Ge vt S BOR  tF AR KRR
o DN 8 45 RSP B AR 22 , SR 45 A 5K

Yx-x)?
=1

A5 5 RAL(CV) = bk 22 /P B{H X 100%

o, XD A5G e | AT TR oA 3 SR FEAEL , X 9 DA R XAEL I~ 3988, n R R S8
Ve
THE AR RECY, 5 RV TF RS

5 ARBY% = (X -T)/T X100%

HA T I aE I E fE 348 , X N2°C~8 CIRUE 20 HEJ M 5ME 7+ 2 C~8°CIlE
20 H I A - 50746 e E AR AR R 2 B%) , 45 17 T3R8,

Fkt8 AR IR E2°C~8°CHKHHHE 20/ HH 45 5

ik ZE(SD)

15
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W EE B M btk 2 BREN | SWihER
(AU/MmL) cv) 7= (B%)
0H ATy 9.98 0.25 2.5%
B 90.92 2.99 3.3% -
E3H {5k 9.9 0.38 3.8% 0.8%
E 91.77 2.81 3.1% 0.9%
BEetH | &M 10.04 0.39 3.8% 0.6%
i 92.2 3.88 42% | 14%
MEI12TH L] 10,08 0.38 3.8% 1.0%
=il 92,65 4,07 4.4% 1.9%
WESSH | A 10.23 0.49 4.8% 2.5%
=il 94.45 6.41 6.8% 3.9%
g 204 H B 10.29 0.61 59% | 3.1%
e 96.95 8.44 8.7% 6.6%

[0091] Wy R8T LLA A SLHE B Fr ik wl i) @ AE2 C ~ 8 CHUE 20 H , MlE 45 R EE PECv
BT 10% , HA5 9106 2 A R ZE 50/ T10% , F5 A (i SN2 W E FH 2R ) , R AR
IR & AT PR R, EA B R R A T R R A A T

[0092] s 512

[0093]  — iy " VBT ET S50 T R 70448 00 72 a7 26 10 Al %

(00941 ZR SV [ WEAT- T 70 A Fh % [R] S B9 1 o “ A Tl | VWA T S0 JL D A1)

(00951 §a51J L) il % : 50mmo 1 /LAY Tris—HCLZe i , ¥ N0 . 8% AL, 0. 5% BSA, 0. 1%
TRITON X-100,5% JE&#E,0.05% + ket A& BEH, 0. 05 % Proclin300, &b JFURHA N5 )
LSRR 5], B2 JEORHAR INZh A5 4k SR B FEom in, 5 1k 2min, PEpHZES. 0, B 3B
[0096] 721K il % -

(00971 1) P LAk MR 1 « 3 8 STA IR A K TV A Tt oy, AT 2 BRIET (Suc) #EAT
MR B 5 A KSR ST TR 4K H Tk

[0098]  2) BEFLITURIARIE : FH 1% Hrith, 0. 01% + e LA &I M9 10mmo | /LpHT . AT R
27 TN FE L TSR AR R P dme /mL » 42 158 S A T i 7 H YR AR sk BT 5 PR R T R R L 1 - 411
EEAI NN 4= (4, 6 F S 2k =00 —2—) —4- F LI bk R 1% & (DMTMM) , VR 5335 AL 10min; 4% 55
TSI A A H VR R R R BT R L < 1 30 AR IR, 3T CHEIR A & 1hs A& A
0.5%BSA, 0.01% + kS &M, 5% H il /20.05%Procl in300/#) 10mmo 1 /LpH7 . 4T R
G2 P, 3T°CRE PR B A 1h ;0. 220m Y R 3 % FR1C 58 B FLIRURL 73268 i ImL/ 32, 4 °C R
7o

(00991 3) {fi i _F-3 25 R 43 S5 6K 4% 6 5nm AR 42 A 26 5nm 14788 32 4k 58 48 K H Tl BEE 1 11
BRI ARGHAT R, AR08 A UG S T iR 6 5nm e LA T ik 265nm F, » 4% i & AR E 4
EE vt K42 6 5nm ) B LI E M0, 65 % , Fifd l265nmif) R FLH 8035 % o

[0100]  4) FRic Ak « £ FIBCAHE (i FEE I BRI S ke BB SR A 1 TR R I v Hh B R 2
pridAEE = brid S A & LIFRh EAE) /Arid S E A #%100% .

16
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[0101]  5) HUJE ik 2 (1) 4 5 « MR AR B0 Jo ok e J55 0, 8 o e o L ) e SR R 5 30 B P A L
F &4 1%BSA,3% H il ,0.05% 1 — ke & #E 15 /20.05%Proclin300% 10mmol/L
pH7.35+0.05 BERREE ML, M BE DRI & 22 dmg /mL , B 43 2772
[0102] Ak it » ARCARL B 4 ot A v L B 428 ot 1 761 4%« £ 10mmo 1 /L, pH 7.3 0. 05T PR ZZ MK
L 3 N5 % A LTS .0.05 % Proclin300.5% H . 0.01 %+ — e 3 Ak A R R
WA T REAT TR SRt A il , H AT = 95 %, AT A ot 1) e 249K 4 i 92 . dmg /mL 1. 2mg/mL
0.6mg/mL+ 0.2mg/mL.0.05mg/mL.0mg/mL (& 4 A3 PE 5 07 53 71 240AU/mL  120AU/mL .
60AU/mL. 20AU/mL.5AU/mL.0AU/mL) , =B J5a 4% it 1) B 28 W 240 . 9mg /mL (90AU/mL) , IGAHE
JB R A I B 2R Z R0 . Tmg /mL (10AU/mL) &
[0103] A< St A51] v 6] % (47 ey [ MERATF BT 50008 B AR B A s R s WASE AR 1) U7 7%, [ S5 it
1 o R ST B B0 T PR DN RS A IR AR B T s AR U2 SR DA A R B
R HE i R A it 2 (B 4FTR) o
[0104] = (WA W8T B B0 B AR T A4 D0 1k 7 3 0 A e e e 0
[0105]  JRHNZE N B %1 B8 B 2840 S RUT A 58 N BH PEBSCA) 52 4 B P 50041 A ML « A AR
RS C b iR e o o 45 2R W9, K10,

TR AT BN N B R 2L ) B RG4S RUT

PN A 2 (1 B RN IR S840 e RUT
BRI B B
BE 255 10 265 BB 98.1%
A FH 5 230 235 ReAE 95.8%
it 260 240 500 REEEEE 97.0%

RG0S HETRIAT A B A 25 ) 18 b 254 SRUT

B R T I ORG240 Sy RUT
H 4 B it
SH Pk 195 114 309 [HURE 75.0%
SRR IoF 14 65 126 191 R 52.5%
=8 260 240 500 FEHIE 64.2%

[0106] ¥ PN i es R BN B AN I 2545 H 2 BURUTBH PR 15 150 , A0 A W | ) WA B e v (BHE)
T P B4 A R 2547 HL 2 ILRUT R P B4R 100, WOIAI A i DA B AR e (B )+ 6 B kR )
VA ST 2, U756 %, R 71525 % , K 64 . 2% s AL 2 T A% 2 B R o2 2
98.1% , 45 571 :95.8% , K : 97 %,

[0107]  ASEHtA s 1 AH B IA B AT, A B B ik (49 e ) AT B A Ik 70 A S 1 v
U R A MR ST BERAIC TR I A BH S AR B 1 R A 2R e v TR T PR R R T
PE, i RS A 48 5 5 .

[0108] = WA ] W& B B0 B AR I A4 I o i 791 P e AR 0 SR A )

[0109] 4% HE AN i # AR 7 A WU 1) WA B 3000 B Ak e A 0 e 3 71 P e IR DU R

17
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[0110] (1) A&z kS HH PR (LOB) : BXU75 % 2F ML 3 1) AR 2 £ 7K 100mL , 46 J6 02K , 345 £ 41
MNEIRHER , TG A 5 SD o k36 &5 R B IR A 2 IH B 50 A Bk 57 (B B 17 ik 771)
(K2 13 Fa PR 43 510 . 30AU/mL, 0. TAU/mL .
[0111]  (2) P E AR PR < 2 o0 1E 5 N LIS FEA, AT R e ), B AR DU 120K
THELIE S SD o MR B ARAS DU PR AR R BB 65 [X 51| T2 1 B AR I 3 By /K7 o & B SRAEL A T
BARAEE R P SR B O AT HA RN S AR IR, AN TFEH AR ({LOD=LO0B+ (2%
SD) 1) BUA] SR AF S AR IR , 4= & BRI RE R (B 2 B iiidsn) X 8dE k1t
12]7R o

FE LR BH ) B AR I PR X0 45 21

BRI 15 25 35 4 55
1 0.4 0.7 0.5 0.2 0.8
2 0.0 0.0 0.1 0.2 0.8
3 0.3 0.4 0.5 0.8 0.2
4 0.3 0.1 0.0 0.2 0.6
5 0.4 0.0 0.3 0.4 0.1
6 0.5 0.4 0.7 0.8 0.3
7 0.4 0.6 0.2 0.4 0.8
8 0.3 0.5 0.3 0.3 0.4
9 0.3 0.1 0.0 0.3 0.3
10 0.3 1.1 0.0 0.2 0.7
11 0.2 0.7 0.0 0.1 0.2
12 0.1 0.0 0.1 0.1 0.5
PIE 0.28 0.39 0.23 0.32 0.47
SD 0.15 0.34 0.25 0.24 0.27
SDIMHE. 0.249
B ARAS HHEE (LOD) =0. 3+ (2%0.249) =0.798AU/mL;
FA% 12 0 bR T W0 PR e 45 R
BEKH 15 2% 35 4% 55
1 1.0 2.0 0.5 0.5 24
2 0.1 0.8 1.5 0.1 0.7
3 0.5 0.6 0.8 1.0 0.5
4 0.2 02 2.8 | 03 0.3

18
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5 0.6 0.2 2.7 0.0 | 0.8

6 1.6 2.0 1.2 0.6 1.1

7 | 0.2 0.1 0.9 23 1.0

8 1.5 1.3 2.1 2.4 1.4

g 2.1 0.2 1.6 13 0.0

10 0.4 0.4 0.5 11 0.4

11 0.4 0.5 1.9 12 0.5
12 05 1.9 1.4 | 0.2 07
BfE 0.76 0.84 1.51 0.92 0.83
SD 0.64 0,76 0.77 0.80 0.63

SD ¥3f8 0.721

B ARKE H PR (LOD) =0.7+ (2%0.721) =2.142AU/mL;

(01121 VY. il [T TR S50 TR PR 044 0 e 1k ) 6 1) SR e P e )
[0113]  FH & ik B A AR k5], 10 S5 A e 2 80T 7P AR RO BE AR B 5N

SAU/mL KA [ TR B A A A RO EZEE, B 20K, RO Z2 A NAS/INT0. 005 5 5 B S 3ok
EAnwilEE SOlEUE B!
FAF 13 REUL R E

AR B &7 A
CURREARIE S (36AUMLY | 0.1900 0.1907 0.0902 0.0990
eSS 0.0017 0.0018 0.0012 0.0014
SAU/mL A AT 0.0262 0.0262 0.0124 0.0136
Bifu 0.02619 0.01296

[0114] 25 5L B R AR BB R B R L T3 il 7)o

[0115] Ak IR I 40— 5 LU I 45 30 A | BT B T A A B4 - (4, 6- —H4R
=W —2-Jk) —A-FP SE R SRR A (DMTMM) , 38 i A 2% 52 By 485 A 300 6 S 10 588 4 K H Vil Tk
ABS R I /N TP ol 420 1 58 2 2 47 SRS SURI b, — D7 T 48 8 S AL B 4K H IR A I B 2R 2
A5 L R SR S K P B8R S 15 P R AR 45 & B R 7 PR DU S B RN BE NARGE | 2
6] 5 55— 7757 3 ek KSR e L BtV FH ORI e I 4D K 00 8 5, A T S B0 o A G A AR A 0 B
P v R I R AR B obof b A S AT I PR B2 R iP5 36 485 SR IE S AR e I 3K ) =
LT B B ARG IR , B2 iy R AR

[0116] i WA T TWEAT BAT 35008 T AR P A ) s ik ) A ) 2 PRI 9

(01171 FH 8 H B T 208 P i PRl T R A PR A ot R HH B S T 2 P TR T BRI P RO AR
TR LR DD MR ERE B o RN MR BE W3 9K, 430 3R HH 5 285 SR 35 (v) o AR B IR 52
(xi) NEAEE, DLIE 25 T3 (o) AR R H Pk R R 32 AR (D) TR MRS
R R (r) o
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[0118]  FEAH %

Pagier il
FRELL 1 2.5% |5% |10% |20% |40% |60% 80% 100%
W (AU/mL) 4.5 9.0 |18.0 [36.0 |72.0 108.0 | 144.0 | 180.0
AR
FRELL 49 2% | 4% 10% | 20% | 40% 60% 80% 100%
WP (AU/mL) | 4.0 |10.0 |25.0 |50.0 |100.0 |150.0 |200.0 |250.0

[0119]  [RIU4 73 #r&h R AnR 14P R

kg 14 BB
Hib 4.5 9.0 18.0 36.0 72,0 | 108.0 | 1440 | 180.0
T 849 | 1257 | 2072 | 37.03 | 69.64 | 102.26 | 134.87 | 167.49
SEPAE 5.1 9.3 18.3 33.8 79.0 | 1132 | 139.2 | 153.1

”;: 4.6 10.2 18.8 332 782 | 1124 | 1425 | 1552
o 52 10.5 19.0 34.4 77.5 | 1100 | 141.8 | 154.6
;IE ‘i’;ﬂﬁ 497 | 1000 | 1870 | 3380 | 7827 | I111.87 | 141.17 | 154.30
f@ixiimzE | 35 2.6 — — — — — —
HxmzE | — — | 98% | 87% | 124% | 94% | 47% |-7.9%
r{H 0.9919

e 4.0 10.0 25.0 50.0 100.0 | 150.0 | 200.0 | 250.0
Fi A 649 | 1233 | 2692 | 51.24 | 99.88 | 148.51 | 197.15 |245.79
A S 4.2 9.8 25,8 52.8 99.6 1512 | 1982 | 2305

K 3.8 109 | 247 540 | 1030 | 1554 | 2010 | 2428
i} 4.0 1.0 | 261 503 | 104.8 | 153.0 | 208.0 | 240.0
in BHE 4,00 | 1057 | 2553 | 5237 | 10247 | 153.20 | 20240 |237.77
il domE | 25 -1.8 — — — — —_ —
| AARE | — — | S1% | 22% | 26% | 32% | 27% | -33%
{8 0.9988

[0120] 7 Y 3K 7511300 3o 34 P K /I 79 olooker 420 14D 68 20 5 i 7K S RS 1 1) R 25 2 4 L Ise
ROURE , AU R AT Fee 37 s ) iak 750 6 P 2 M 9 5 428088 S0 SR 4 7K H TR IRRAZ 1 14 58 R 2 0 3
F SURE T B R SR BRI B M RS A RIS B AR B B AR M AR R AR e 4%
VEJGE BRI, 33— DAk 7 AR A AR PR, B R T B AE DGR o A I AS SR T A B £
PRI B AL A R B AL T HE A o B ZR MR U9 7 RE L5, 6.

(01211 7 WA T TREAT TR 35008 T A o A ) s 4k ) A R s o P E

[0122] A8 FHAR S5 it 481 ok R0 6, X s AR N AT BN LIS A ARV B AE (10 £2) AU/mL
(90 10) AU/mL] AT 52 , BN K SPRE AR H S 5 109k, I3 5l 52 °C ~8°C it B 201 A
BRI 2 25 R AT RS L, B0 R U 25 R B HERR TR , B RN T R, VRN AT RE
5E 45 TP ME bR e, R R He A K
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o =2
ﬁ@%@@=z¥§§@—
A B (CV) = b 22/ T 38MH X 100 %
o, XOR A1 ey 1T AT B A4 IR AR, X O DUAR (R XARL A~ 35088, noly B 52 0 58
VENE
TEAS ROV, SR T RGP,
A B% = (X -T)/T x100%
HAp TR0 I E E E , X H2°C~8°CHltE 20 A (H51E .
TR 2°C ~8CIRUE 204 H I EE 54740 2 M E A R ZE B%) . &5 5 F&R15

h,
FeM15 AR E2°C~8°CK I E 204 HEG 45
X . o SPEEME o TREN | HBysHER
SO R T Bl | b2 ! S
CAU/mL) (CV) % (B%)
18 10.27 0.25 2.4% -
0H — :
: iz 91.52 3.14 3.4% -
e A fi&{H 10.5 0.35 3.3% 2.2%
B &3 H —— . :
A ) 91,29 3.45 3.8% -0.3%
. L f&fE 10.23 0.35 3.4% -0.4%
WEeH ke : i
A 92.5 3.32 3.6% 1.1%
o {48 10.22 0.37 3.6% -0.5%
HE 124 H — ; - ,
iAE 91.44 4.17 4:6% -0.1%
o 18 10.08 0.46 4.6% -1.9%
HE181H — : :
B 932 4,55 4.9% 1.8%
(1= 10.5 0.63 6.0% 2.2%
WE0AE | - :
EE 96.3 5.57 5.8% 5.2%

[0123]  HHR157] LLA H AR St ] B il il 55 S 722 °C ~8 C il E 201 H, e 45 R EH Z v
BINT10% , H 5816 S KR ZE Y /NT10% , £455 CE M2 WA 738 FHE SR ), R A K
AR S R M R, B R B R R A A e

[0124]  SEjffs]3

[0125]  — WA [ ]8T B B0 B AR P 0 o ik 71 6 ) o) 2%

[0126] RV 1y | AT B e 40 i 6 30 St 097 1“2 Il | AT T e o 1) 1) 457 o

[0127] B FI1H 145 : 50mmo 1 /LI Tris—HCLZE i , ¥ IN0. 8% & 1L4H,0.8%BSA,
0.5%TRITON X-100,2% M, 0.01% + ki L8 & FEH, 0.05%Procl in300, & Fh J5 B A
TG SBIN R E) , A SR RHAN N 45 R fE 4k SR 3 Hdmin , 5 1k 2min, fApHAS . 4, RIAF 277
1,

[0128] 20 il % -

[0129] 1) B FLIUERBABAM « 43588 SO SR S 7K H- I Bk e Tk b, BT BRIEF (Suc) #EAT
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AR B & A KSR 18 ST TR 48 /K H Tk
[0130]  2) IR FL ki ARIC : A1 % H, 0.01% | — 4w 4 4 B 1711 10mmo 1 /LpH7 . AT R
2% e o L SURE A B BB me /mlL » 4 56 S AL S AR 7K B I A TR BT 5 R A 1 BE R B 12 511
B A N 4- (4, 6— — FF 48 0k = —2—-J%) —4—FP LT bk £ 5 3k (DMTMM) , VR 203% 4k 10min; #2 5
FE AR 4K B M B AR R ER TR E L« 150 IR AR BRI, ST CRE IR AL B 2h s INAN & H
0.5%BSA, 0.01%+ ke A & M1, 5% Bl /20.05%Procl in300/#] 10mmo1/LpH7 . 4T R
S L, 3T CHERE 41205 0. 22um 8 I JE 5 4 Fm i 58 B FLI UKL 43266 i mL/ 32, 4°C R
1o
[0131]  3) { FI_E 3R 384 5 kr 42 R S0nmATRL 4% Sy 250nm K] 8 S 4k 58 46 7K H I Bk A& 117 1
FORIGIUHAT IR, AR ie g5 R G B BT iR 80nm i FL AN BT A 250nmA T , 1% i AR T 4
b, R A80nmi LI B 40, 85 % L RiA% J9 250nm I B FLIK FE 0. 25%
[0132]  4) Amic &8 - ff FIBCASE A S Il 8 1R Sk BT R bt ) & BId P ik
PRitE= rit dEmEAE- DHFRPED ) /Rt S EHE%100% .
[0133]  5) HUJE vk FE (1) 4 5 « MR AR B0 Do ok e J55 0], 8 o e o L ) e SR R 5, 30 B P A UL
4 40.8%BSA,2.5% H il ,0.01% T ks A & 5 15 £20. 05 % Proc1in300/ 10mmo1 /L
pH7.350. 05T ER 2% M, # BE40 J MR 52 %2 5mg /mL, BIAF B3 52.
[0134] Ak it » ARCARL B 4 ot M v L B 428 ot P 761 4% < £ 10mmo1 /L, pH 7.3 0. 05T R ZE MK
H L, BN N5 % AL 0. 05%Proclin300.5 % H il 0. 01 % 1 5t 3 5 & 1 S 45 ek AR 0
WA T TIE AT B RSP, AT = 95 9% , (TR A it ) s 24K 43 7 2. 88mg /mL 1. 44mg /
mL. 0.72mg/mL.0.24mg/mL.0.06mg/mL.0mg/mL (451t A v T 847 43 5l A 288AU/mL  144AU/
mL72AU/mL. 24AU/mL6AU/mL.0AU/mL) , =B 545 it () B 24 2 79 1. 08mg /mL (108AU/mL)
ARAE P45 o 1 B 2R B0 . 1 2mg /mLL (12AU/mL) o
[0135] A< SE it 48] v ] 2% () e [T MERAT T8 50008 T AR B A4 0 5 1R e IUASE AR 1) U7 7%, [ S5 it
BI1 v WA AT B B0 T PR DN RS IR AR B 53 s AR 0 A R DA A R B
R S AR AR it 2 (B THR) o
[0136] = WA I JWEUFF B S0 T AR Fro A48 0 1k 7 3 0 A e e e 0
[0137]  JEERZ N BB B B 245 S RUT H 58 S BH 1 38R0 5 A B PR 950061 A L3 « FH AR
RS B R o 45 SR WK 16, £ 17,

FME 164 RN P B0 e A 25 11 5 K% 2 22 45 JZRUT

PN B A A 1Y) B R I S 4 B RUT

HEE [ Ml
A BT BH P 227 28 255 M. 87.3%
FH 33 212 245 e 88.3%
St 260 240 500 KEERIE: 87.8%

MG LTS R Y BB AR 2 1) 15 MG AR 2 48 S RUT
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PN B o T B BRI 4 . RUT
PH BH T4 Mt
HERE 195 114 309 ORI 75%
Xof HE A FH 4 65 126 191 Brrlh: 52.5%
Mt 260 240 500 FEHAIE: 64.2%

[0138] WP BiE TN B B S 4 HL 2 FURUT SH P 155 100, , M0 A 1) A B A e o (BH )
M B AR R IR ZE 4 H 2 BIRUT B P4 185 00, WA A e T AT B AR 2 e (B M) 5 4 B 7R
VA SR A, BUBR 75 % R 1525 % , ¥ 564 . 2% s AL 2 T A% S BH R o
87.3% , ' 1k :88.3% , k¥ : 87.8% .
[0139]  ARSEHfE R 7R 1 FHEC IA H AT, A B I (1) e ) A T 0 70 B e v
U A AR DR S BERA TR I A PR B AR B T R A 2 B v TR T PR R P R
PR, of i RS A 45 5= .
[0140] = W[ ) W8T B B0 B AR 04 0 5 Tk 70 P e AT Y0 R A )
[0141] 42 HE A0 B AR 7 v A U 1) WA B 800 B AR e A4 T 5 Tk 701 P e I DR
[0142] (1) K0z kS PR (LOB) : BX75 % 2F M3 1) AR 28 357K 100mL , 46 6 02K , 345 £ 4
MNERHER , ARG I E 5 SD o 526 &5 J R IR A R BH B 57 A B k77 (B A 2B 17 il 771D
()45 19 K PR 43 51250 . 6AU/mL, 0. 7TAU/mL
[0143]  (2) TH 5 S AR DU PR < e PS40 T N IS REAS , EAT 1O i, TR AR AR R U 1 2
R VHERIBME 5 SD o M3 B o ARG I PR AR 2R B 4% [X 31 T 28 1) S AR B 40 B 7K B R o BB
HT AR I P RS ARAEZE o D &t RAR RIS Bk tHFR , AAN i 220 ({LOD=LOB
+(2%SD) 1) BN A] SRAF S AR I PR , A 2 BR 5 A0 0 R ] (B 2 B ailon) e i an sk
18,19 7R«

FME 18R BH 7] A AR I PR X &85 SR

BRI 1% 245 35 4% 5%
1 0.6 0.6 1.0 02 0.8
2 0.4 0.1 0.4 12 0.4
3 0.9 0.4 0.5 05 16
4 1.1 1.9 02 05 0.4
5 23 0.7 0.4 1.0 2.1
6 06 | 06 12 | 02 0.7
7 1.1 1.1 0.1 0.2 L1
8 0.6 1.1 0.2 0.6 1.8
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9 0.8 0.2 0.8 2.3 0.7
10 03 0.3 0.0 0.8 1.2
11 14 0.6 02 1.3 0.2
12 1.2 0.8 0.3 0.4 0.0
B 0.95 0.73 0.44 0.76 0.92
SD 0.54 0.49 0.38 0.62 0.67
SD ¥ 0.537
S AEA IR (LOD) =0.6+ (2%0.537) = 1.674AU/mL;
RAEL9 T LR S AR I PR e 45

BRI 15 25 35 4 55

1 0.2 1.8 0.7 0.8 1.2

2 2.3 0.5 1.6 0.9 0.5

3 1.2 0.6 1.4 0.2 0.2

4 0.3 1.0 2.0 0.8 0.3

5 2.8 0.6 0.3 1.6 1.7

6 1.7 0.8 0.0 1.1 1.1

7 0.3 0.3 3.1 2.2 1.0

8 1.3 1.3 1.6 0.7 1.1

9 0.3 2.1 0.1 2.2 1.2

10 0.6 0.9 1.5 0.0 1.6

11 1.2 1.4 0.1 1.5 1.7

12 0.1 0.5 0.4 1.4 0.8

A 0.49 0.50 2.61 1.26 1.06

SD 0.89 0.57 0.96 0.71 0.50

SD¥J{H 0.726

AR B FR (LOD) =0. 7+ (2%0.726) =2.152AU/mL

[0144]
[0145]

VU g AT T 80 TR PR 04 000 5 170 ) SR A PR A
FH B0 PSP AR A 7R, 0 SR L 5 2 500 7 AR I RO A2« SN

SAU/mL A [ VR R B A A RO FEZE A8, FLAR 20K, RO FEZZ A N AN/INT0. 005 5 2 B ik 70 S )
Bl 7] 25 SR 2 4E L2 20

%20 RGLRI I E

AR AE )
LA A 76 (36 AU/mL) 0.1556 0.1589 0.0969 0.0934
BRI 0.0014 0.0019 0.0017 0.0018
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SAU/mL FEARIE S 0.0214 0.0218 0.0132 0.0127
il 0.02161 0.01297

[0146] 25 5L R AR BRI R B L T X B 7

[0147] A% B FRE LIS — 2 LU B AR W e [ AT 1 A B AR A B R 44— (4, 6- —H 4
TR —2-J) —4-FR L bk £k B R (DMTMV) , 3 ek A 22 22 BV &5 6 BIHE S AL 58 4 /K H Jihi Tk
AB AR K /N ks 42 1) B8 2 2 W SRR b, — 7 T 888 S Ak B8 4 /K MBS TR (1 R 28 2,
A5 L UKL S K P I 58 (A5 B SR AR 45 & B RS SE , PR LA 45 6 R ORL TE ARG | 4
s 73— 7 THD B KSR B LR S AR PR T s 2 PR R I 25 0, A T i TR e A e AR R DU R
iR R BRI A o R B B b ) B AR DB B 7R i 3 45 B IE S A e B 3k 71 s
T AR B AR TPR , $ ) RS IR

[0148] i AT 1R AT B0 T AR I A4 00 o ik ) A ) 2 PR 9T

[0149] A HH B0 S T 2 M 3 Rl I B P38 0 A ot R BSOS T 4 1k S S BRI B R R o
TR A R DS IRPERE L AN IR FE I3, 43 0 3R e 4 R 34 (vi) « ARRRBRIR JE
(xi) NEAE, DLE S RIME (o) ISR IHGMERNE TR 32 A () tHE 2 MR E

FHR REL (@) -
[0150]  FEACHi] & -
X} HEAR]
MRELL 45 2.5% |5% |10% |20% |40% |60% 80% 100%
W (AU/mL) 4.5 9.0 |18.0 [36.0 |72.0 108.0 | 144.0 | 180.0
AP B
MRELL 45 2% | 4% 10% | 20% | 40% 60% 80% 100%
W (AU/mL) | 4.0 |10.0 |25.0 |50.0 |100.0 |150.0 |200.0 |250.0

[0151] [ Hr &5 R AR 21 s
wAx21 LRPERA D

HE 4.5 9.0 18,0 36.0 720 | 108.0 | 1440 | 180.0
T 826 | 1236 | 2055 | 3695 | 69.74 | 102,53 | 135.33 | 168.12
| kWM | 48 | 92 | 179 | 358 | 729 | 1132 | 1392 | 1532
;?; 4.3 10.0 8.5 35.0 757 | 1125 | 1448 | 1548
. 42 9.8 18.9 36.3 790 | 1109 | 1467 | 153.9
;E B 443 | 967 | 1843 | 3570 | 7587 | 11220 | 143,57 | 153.97
goifmeE | 38 2.7 — — - | - — —
FHX w22 = — | -103% | -34% | 88% | 94% | 6.1% | -84%
r i 0.9918

A HwfE | 40 | 100 | 250 | 500 | 1000 | 1500 | 2000 | 250.0
K| OPUBEM | 669 | 1233 | 2642 | 4990 | 96.87 | 143.83 | 190.80 |237.76

25



CN 107192821 A w Bg B 23/24 T

B | seiE 3.9 10.5 253 46.8 101.6 | 1590 | 183.8 | 227.0

ik 4.2 10.0 250 47.9 106.0 | 161.8 1810 | 228.6
Fiil 37 9.8 246 46.4 102.8 | 1529 190.7 _240:;5

HE 3.93 | 1010 | 2497 | 47.03 | 10347 | 157.90 | 185.17 | 232.03
dipHmE | 28 | 22 — - — - - | -
AH A2 = = 55% | 57% | 68% | 98% | 3.0% | 24%
r i 0.9969

[0152] A B i )30 2o e PR DK /D T b 2 F) e S0 58 0 70 R e TR A 1 ) 2R 8 2 4 LM
RURL, AT R e A Ik 7R S ) e PRV ] 5 b ST SR K H i BB 0 R 2R 2 3L
HRORL P G DR LSRR B 4 PR A U &, RN IR T B S A IR E M AR WIAEY JE
LEPEVETE BRI, BE— DUt T AR I AR T, 38 Ry 1 2R IR ARG ME A7 TR 45 R n] A A
LR TEVE I S A AEOR R A A0 T R o HARZR PRI V05 e I8, 19

[0153] 75 g [ TR BT 30098 B PR D044 I ) G 0 A PR

[0154]  fift A S 49 Pk ) &, 36F o AR PRSP IO LS REAS IR P AE (10 2) AU/mL
(90 £10) AU/mL]HEAT JUE , B ACTAEAR R R M E 104K, 37393 52°C ~8 CIE 204 H Y
T E S5 SR BEAT X EL , B8R U 5 25 SR A HE AR TE , 15 LRG0 T 2 R, T SRR AT R it 1
SE LRI A b2, 2R E 4% 2 3

n—1

A3 5 R (CV) = hrAEZE /P IME X 100 %

Fo, XD 1516 e | AT R oA 3 U P AR, X 9 A B XMEL IR P 2088, n o L 58
R

THEA ROV, S RFT R R29,

F A BY% = (X =TT x100%

H TR IS I S A A, X2 °C ~8 °Cit B 204N A 1 I 58 {8 Y18

T 2°C~8°CHUE 204~ A2 (E 54746 T 2 E A A R ZE B%) , 45 R 7 T-3£22

o,
FT#g22 AR IR B2 °C ~8 CH A E 204 HAG Iz R
S | TREW | SHHH R
HmrasE FE S FrifEze .
§ " (AU/mL) " (cvy % (B%)
&8 9.95 0.46 4.6% -
0H — —— — ; ,
1) 89.98 4.37 4.9% -
_ K18 10.05 0.46 4.6% 1.0%
a3 A — _ o ki -
=R 90,71 3.87 4.3% 0.8%
. IS 10.17 0.43 4.2% 2.2%
HE6 A s ‘ .
i 90.34 4,22 4.7% 0.4%
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_ {4 10, 5.2%, 3.6%

HeE 1A 1&&@ 0.31 0.54 529 3.6%
=i 91.51 4,61 5.0% 1.7%

OB 1A '{E&ﬁ 1041 0.80 7.7% 4.6%
. i 94.59 5.84 6.2% 5.1%

. o 1A 10.84 0.92 8.5% 8.9%
ey g — - . 2
A 12N 98.48 7.84 8.0% 9.4%

[0155] Wy 22R] DLt AR S ] i ol R G AE2 'C ~ 8 CIlE 20 H , e 45 R E E ECV
B/NF10% , B 59 E KR ZEY/NT10% , F6 UR M2 E 2R ) , R A K
Wl AR PR R, LA B I R A TR R R S O R Tk
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H& s

BB

b3 KX 3 H i 3

RURE RO Lo 180, 8 3R

PR E (/ml)

K4
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8 U, Smleid o d10n
R'E = 0088

00 : . : ‘
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BHEH ()
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