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1 3EH

AARHESLRE T S PP & A LU TR 5 B R B ) ) R R A R T S T
FAREE A THHUAMFEAER ¥ LRREROBRN.

2 BmuEMsSIAXH

THICHI TR HARBAT LR, LEEBSNSIHCH N E R RAEREHTAX
., LEARE WS A, EBRF A (BETE B EHTFEIHE.
GB/T 6682 4r#7356 = F/K MU FHA I

3 EE

WEHFRENE LR, ARECBE®, CROEEER, MR FE R, HLB &b, mBos 654
SMBUE  AMr R .

4 WKFFHE

PLUF B R0, BR R R EE W3 A1 38 R S B 430 . K N 5 & GB/T 6682 ML — K .
4.1 ERBELENBRE . F8>99.6%.
42 HE. kg,
4.3 ZBRZEE.fikal,
4.4 ZJE kg,
4.5 FTKBERRH.
4.6 BEEEB:1000 U/mg.
4.7 ZM%.
48 Z#.
49 HIZE,
4.10 HLB 3B 500 mg/6 mL, s %,
411 0.25 mol/L ZBMREZ W I Z R4k 19.27 g, N Z M 30 mL, F/AHMIAHER 1 000 mL,HZ
BiE pH £ 4.3,
4.12  0.125 mol/L ZBR&Z *F ¥ - BL 0.25 mol/L Z.BR%Z #ik 500 mL, /K EMHHEZE 1 000 mL,
4.13 104 BRMRGAVE W . BRI KBRBR4A 10 g, FI/K B MIHFRMEBEE 100 mL,
4.14 WEHAHE B 250 mL.0.25 mol/L Z MRS W 150 mL MK 600 mL,B4), vk Z BRid pH
FA3BEMNE,REHAH.
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4.15 200 pg/mL ¥ INEIAR MR & W ERBERRE IUERHE RS 10 mg, F 50 mL FEERF . A
0.25 mol/L ZMREFEHBEBMIBBREZE, I R ER 200 pg/mL B F ILEEIRED SR, FH,
FISREEE.2 C~8 CHARE. A6 MNA.

4.16 10 pg/mL ¥ IEIRAER SR B H 8 200 pg/mL F WiF R ED &% 0.5 mL F 10 mL iz &
Wb, FKERIFEBBREZE, KB RIRER 10 pg/mL FILFGELER. B8, HEEEE,2 T~
8 CRIMCRE, FHWHN64MA.

5 {NEMiFE

5.1 RRMAH 5N . B B SMr U 25%
5.2 43t R & E 0.000 01 g,
53 X¥.EE0.01g,

5.4 E.LHL.

5.5 HHEML.

5.6 WAIEIRG .

5.7 WEEKIL.

5.8 AKX,

5.9 BEHEREE.

5.10 1fEIR/K¥EHE.

511 JEE.0.45 pm,

6 ABNHESRE

6.1 XEms&E

BUE B e B O ) 25 1 R L, 0, SR 3R

— B B BB B L £R R ik

— RYRERE AR EREEER.

— B R B2 E R N IGE B B BARUE AR A D = L B st .

6.2 HERNRE
—20 CUT#HE.

7 MEHFR

7.1 #ER

FREEHR 4 g1-0.04 g, F 100 mL B.0E o, i BRE 5B 50 mg, MK 2 mL(FFREAH D HK 10 mL
(NMAHZ), %3 1 min, [ 10X BHEROIFE KA pH = 8.0, T 40 CKRB T 3 h. BUb , MEZR,
10%BBRIE R 2 mL, ¥ 2 1min, BMZBRZ B8 20 mL,#%3h 10 s, ZEVKK B H & E 3 min, 37 B
2 000 r/minZ.L> 2 min, ¥ L HWRHEA 100 mL 3B EIF. TERAZKRZE 20 nL EEHE#R—K,
EHPWKEFBE TR -2+ ,1400.125 mol/L ZBREH ¥ 10 mL,#&K#E 1 min, & 2 min, KE T
Bk, P 0.125 mol/L ZBREWW 10 mL, BEER —K, A FHHKAKM, FEGLES,T 38 T
EHERR BRBRANMIBRIE, &H.
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7.2 H

HLB AR B B 3 mL.7K 3 mL 1 0.125 mol/L Z B&4% 3 mL W4k, B & R A, 8 i il
1 mL/min, % 2 mL %%, 5 F, A8 3 mL BB, GREBE, T 38 CRAKT, Al sh#
1.0 mLIEMRAY B, BT IR, SR M B G A I E

73 BRECEGABEROEE

BHEER 10 pg/mL MWEILFGED SBER, AP EREIFHE, BEH Bk E N 50 .100 300,
500 11 000 pg/L W EFIFRERR, B 1.0 mL, 5 MEL BB .43 BB Z QR0 BB %
h,F 38 CABTESKT, Bz 1.0 mL BFBRLAY . EHRBHAEENE. UNBEEHN

YRR, X B RO AR A TS IRR BE OB A AR, AR ME R R . REE TR R

7.4 JE
7.4.1 fBiEEH4

7.4.1.1 3K .C)3 (150 mm X3.9 mm, k42 4 pm) , AN E .
7.4.1.2 WEhAH:ZFE-0.25 mol/L ZBR&K B MhE-IK .

7.4.1.3 P :1.0 mL/min.

7.4.1.4 AEW|.30 C,

7.4.1.5 R K243 nm,

7.4.1.6 . BERERFR .25 pl,

7.4.2 WEE

BUAFE IS M ANAR L B X PRI 0, VR B R e 2 s B AR 8, LB T BUHF 3. X RO R R iR 0
WP LN EMNFE NS NEEEEZA. £ EREIEEET, X BEBARAHB05SOR
883 B 43 51 LB A

7.5 =THIARK
BR A5 . R A 78 A R i 25 TR AT R AT B4R .

8 ZRitEMRE

B E LR RERRERX(DIE:

e (1)

K

X — XA PRI RE R, BN ET R (ue/ke) ;s
R R LB, AN M B (pg/mL);

V — R E YT AR SRS, BT (m)

m ——HRER R R, A AT ().
H: THARTMR S O RME, MR RAFRENHEAR T EER, R E=0HRRF.

c
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9 RAUNTERBE ERENEEE

9.1 REYE

FITEBMIR K 25 pe/ke; E BB 50 pg/kg.
9.2 HWE

A I LT 50 pg/kg~500 pg/kg BMMKEAK T EER RN 80% ~110%,
93 HEE

2 T7 B B HE PR XS AR MR 25 <C15 %0, L LA SR ME R 22 <20 %
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