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MANBERR EE G2 BIKAL , LEAKIR S S5 A N 4 iUfs i o v v e, 45 20
IFRUSSSUNLE
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AR AT T —Fh 5 SN A Vi R R ol s o Ak R ) 46 i, AR RN
ATUE S ASINE, @Sl T2 S8, FealfZ R 2, Brf 250
)5 36 R0 LB 6T AR A R RN DR U 1T 2 DL, e AT TR A B TE AR R
o AR ) 73 e o0 CL 8 J i BB AR S (9 047 T H IR, AH OGN A W R R AR
AN B A R B A R AR ] AR AR ST I 1) 7 R S 3R AT e B B 4 AR
BHMHE, RN AARKRAE AR,
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FIBAX AR5 TT B T 3 0 15
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ARSI it 5] — o 5 SRR A T PRV A Vi T o A P 1) 88 79 SR FH TR 2 - v
JE 355 45— Fh e RS I PUEE RS IR T ik . BAAOP IR

OFREE 35 Y I 400mg - JIH & B 100mg . i 80 24 100mg - P FE I 100mg
TR b, AN YA K L8 25mL, SR 5 BT A s we bl A A o
DRRBNR G, IRA W EEUIBENG RN 10mg/mL, JH[E B 0R BN
2.5mg/mL, Mif 80 FIMRE N 2.5mg/mL. ARSI IR E N 2.5mg/mL; H A
TONRENG . ML, nhiR 80 fENAEM, PIERGIMAIENEH .

QIR AW LR F) 250mL FRBER, f FHieiE 28 RAXAE 45°C . A %At
NIRZEBREFHEFNTCK CEE, BN EETE il— JZ MR TR, 76 2 TR 46
T 24h; BEEEZE R FAFIR R E N 45°C . BFIE]N 30min, X RN, 0 E
BT 45°C, HOWIRRE ARG, SRR EKT 45°C, AFIFHR BRI AL -
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TEFL TIRAA T8 24h 2 N T it — PR HHHEH

@ FIINBEER ER G2 M 40mL 7KAK, KA (]9 10min. 8RR Eh 2% 1) pH
H 7.2, FEIKHHE R S0 T4 B e B e, 45 2UMR PR Bl . A IR
IR Eh 2 i) pH [ELIEHE 7.2, RPIAWR pH EAE Y, 2 IdE R4
ALK, s la A AR E . AR AR

@R T AT BRI, o B A R 5T A B AR 38 5 AL B
10000r/min, =iEBIY] 3min.

G o P = B AL, 76 60 Mpa &1k, fEFF 3 Y15 2 RS g 44,
N 4°CHR-AF

©¥ 0.2g FEHEE 100mL 1% LFRIE A il 43 51 & 7320 0.2% 1) 72 SR EE

OIERIBFAERTS, KD ERE PTHIAS 1) PR R B4R H G B S 4%
A 101 ARFR L2218 i 21 5 B 20 H0 0.2%57% BB W T, TEHER 1R 60 434k,
BB G B e RS AR IR P, BT 4CIRAE. BT IR R AT 2
GRS B, BT 4CHRAETIEG AL, IR A4k 25 4 I R0ER . AP IR
H SR FH BB 7 HON 0.2% 58 SRR, WT DASRAS AR e 1t S 2 () 76 SR B 1 PR A
AT N B A

STt 2

AR SE it 51— T 58 SRS U RAE R Yt i 2 1 ) 88 D77 72 A SR PH TR - e vy
JE 35BS — Fhoe SBAH S 10 00 IR RS T G oA . B IR T

OFRBUE L IS 400mg. JEEEE 100mg. MiE 80 & 100mg. RIEEHS
100mg TR, IMAFHEFITCK LB 25mL, SR )5 B T8 75 Pas v i s
B VAR RNR S, REW T B BRI N 10mg/mL,  JIH [F 5 i
WA 2.5mg/mL, M5 80 UMK N 2.5mg/mL. PAIEERS I AR B A 2.5mg/mL;
HAEWOREAE . IHEEE. g 80 M NS, PIEERSIE AL A .

Q¥R IR 2 250mL BB, {8 FH e 28 KAUAE 45°C. B %A
NIRAEBREANIEFNTK CEE, BN MEETE i— 2 NR PR, 7652 T 1546
TA: 24h; eREZE KM N 45°C . 30min, EA TR N T H—SBREAHIIEF.

O IR TR 40mL KAk, KALESTEA 15min. BERR Eh 22 MR 1)
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pH By 7.2, FE/KHHE S5 N BUE R SR, 19 2008 B s ik

@F T3 5 Jon A4 B i AE S 3 BT AL A 10000r/min, =& Y1) 3min.

G o P = BB AL, 76 60 Mpa &Ik, fEFF 4 Y15 2 AR g A4,
N 4°CARAE

©%4 0.2g 72 EBES 100mL 1% LR il 1501 27 20 0.2% 1 576 R M

ORI FAERTY, KD IRE P15 8 PR I e 57 44 5R I B Ve O 4
P11 AR EL G218 N 21 0.2% 70 AR b, SHEI [ 60 404, & 5453
RS RS I IR Bk, BT 4 CIRAF

STt 3

AR S it A5 — T 5 SRS s PAAE R Vet I i P ] 88 77 V2 A SR FH TR B 4 - e v
JE 55 45 — P e RS I PO RS IR B ik . BB IR I

OFBUEE IS 400mg. MH[EEE 100mg. ik 80 Y 100mg. AIFEHE
100mg FHEFH, IMANBHIAEFITEK LEE 25mL, A5 BT A B P e A
FH AR RERNREW, REHEE OB IKEN 10mg/mL, JIH &8 1)
W 2.5mg/mL, MR 80 HIIRE N 2.5mg/mL. PIEERS KM A 2.5mg/mL;
HAEWBER. HME . thiE 80 MMM, PIRERSAE AT .

QIR G 2 250mL BB, {5 e 28 KAUAE 45°C B %A
NIRAERREFNIEFTK CEE, BN MEETE — JZ R PR, 7652 T4
T 24 h; WeiEFR K 54N 45°C . 30min, BB TN T BB EHHILE.

OFIINBEER SR 40mL KAk, KALHS TN 17min. BERR b 2% il 1Y)
pHE N 7.2, TE/KIGHE A SFAF T4 Bl AR A, 4335 ot et .

@F FIT 43 5 Jou A4 S i AE Snd 2 BT A 10000r/min,  =# Y1) 3min.

O 5 L = RSB AL, 78 60 Mpa ik, fEFR 3 U153 21 AR T g 44,
N 4°CARAT

©%% 0.2g 72 FBES 100mL 1% LRI -G il 1508 270 208 0.2% 1) 576 SR

OER NI HAERT, H 2 IRO I3 1 PUEERS IS 5T 4R FH J0 BV 5 2%
DL 1:1 ARFREC I N 2 0.2%5C S, FiFERT R 60 4051, # B 5153
T RS RS M IR Bk, BT 4 CIRAF
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XoF ST 1-3 145 00 58 SEBEAS U PR il AR B4 AT 3R AE

1. AL,

1) ARG IR HE I 26 (0 £ ASFRRR B — € BRI PIEERG I, ) 100ug/mL
TP RG Tl - 07K BRSO AE VR, SR PR XM RE B 80+ 60 40, 20+ 10pg/mL
HIEERG AR, 7E 290nm AW HBOGRE . DURE MR R Aeds, WO
INARAR 2 2, 75240 ] 10 BT B PR ARG T B2 AR o ff 2k &

2) AMRNE: B ImL fRFUART 10mL F20E , IO 4mL Ak, i
figid & 1min, 6000r/min &0 10min, B EZEAMEE, EEER 2 K5, &FA
MlE, JFHAIKOREER S 10mL, LUIE/KAERNZS AA, TEFEHTE 290nm il
SEWOGEAE, bR 2T S RIS A S BORIME R ImL, B
BT, IMATKEEE R E 10mL, RBAEHE, W HR M, T E s
HWHE Ay TR (D IHEAEE,

AFZR (%) =2721.100%.

Ay

2. hift:

R PO RE FEEASCAS WU 5 SRMEAE 011 FA) PAY R RS it B B A F) FLREIR O, WA S %2
SR % (PDD.

3. HLEEMEL:

S 325 S P B X 7 SRS U P PR RN i I A4 R AT TR S 8%

4. 5L R

1) AR AAEEAS AR UE 28 FI7E 200nm A IS IO RE(E, 5 H4lE R
FHEAS U ARG T Pl AR IO LB 0N 90.51%, 10 1 B, AR W 145 1) 7 SR A
B AEERS G RAR BRI . I 2. 3. 4. SATLLE W, RS AR il B i 44
AT, E TR A EAE R, (A5 58 SEE S 1 PR ik i A S B E e
FHE MR E. WE 7 s, SCEE] 1 FTIR 55 RME IS 16 PR RS v B AT 35 R
£ 122.2nm, PDI 4 0.406. U1l 8 frow, SEhah] 2 ik 56 MBI P EERS i
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JRARSE YR ZE N 123.5nm, PDI N 0.433. Wi 9 Fias, SEitif] 3 Frid 7 HEE
TR ARG i AR~ 340 R0 4% 9 133.0nm,  PDI 24 0.406.

FH - SR B OP i i S M [ P o 2 A3 K, PR i P A 3 R B Sl 38 K
Ay, DRI A T T IR I S IR A R R 2 O 41, JR DR AEBENE XUZ
Hh, L S e S D i e I ) i ek 5 O o I ek Sk 2 T ) S A
ER, R¥PE S8R TR0 T PATHESI A B . XA AR R BRI T B R 3=
o, SRR NI R SCE M, TR S FE 358 T AR o A I )
EME . — B HE NN PR PIEERS I AR BE TR IR, RIS B KA,
S PRIEERE TR BN 2.5 mg/mL. i -80 I N AT H2 i g S A B3 2R, ik i 80 1
L) BB AE i B AR S R B SR TR, TR 7€ JE BERISR/KAE, AR PR AE A4 &
PN fesE, IF AR s R A A TR AR KA, BEE LR 80 =
RN, BRI, HRd 2 R mE VR T Be A AR AR, X IR R Ak
AHEIRER, WO e i E-80 TEVR G- - IR BN 2.5mg/mL L.

xif E A 1

AT ECAF) S — Fh AR R A R ) % T, BAR AP IR I T

OB IIHEHE 400mg. AHEEE 100mg. MR 80 & 100mg. REEH:
100mg TR, IMAFHEFITCK LB 25mL, SR )5 B T8 75 Pas v i s
B VAR RS, AT A BRI 10mg/mL,  JIH [F % i
W N 2.5mg/mL, i 80 HIMKIE A 2.5mg/mL. AIEREIH UK N 2.5mg/mL;
HAEE IR IHREEE. nhiR 80 ME MM, ARSI E N

@B S AR 250mL BB, e 28 RAXAE 45°C. B
NIRABREANIEATK CEE, BN MEETE il — R AR BT, 7252 T4
T 24h; BEEE &R EAE N 45°C . 30min, B TR N T HE— BB EAHLIER .

OFFIIABERR Eh 22 P 40mL 7KAK, KA A4 10-15min. BEER £k 52 (i )
pH BN 7.2, (EIKIGHEFE S6AF T4 BUi F AR A M, 13 25 i 2.

@ BT A3 A ot A S £E S 2 5L A 10000r/min,  &iE 8YY) 3min.

G5 P = RS HL, 7E 60Mpa =ik, JEPE 3 (A5 21 ARG AR T,
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N 4°CI-TF

28I TE AN EC A ARG AR SR B0 2 20 81.80%

Kl 6 izt gl 1 ik PR RS I IS PR IR SR A I, R R AR
94.16nm, PDI A 0.18.

Fet e ARG -

W ST 1 2% 58 SRS i ARG T IR SR AT B A 1 o 46 1T P RE A ik i
ARG AITRCEAE 4°CH 25°CIRAE, M 15d P EMZRRRN, WEHRE M,
ZER WA 1.

*1

i H od 5d 10d 15d

SCht | RFEE | SEME | XTEE | SERE | XFEE | Seh | XFEG
(I O I O 7 IS R I O 7 IS R /I O 7 B

25°CHHAR | 89.89|81.42 [87.32 |77.39 |82.09 | 75.63 | 79.98 | 70.28

4°C L AR 90.51 | 81.80 | 88.46 | 79.22 | 84.57 | 77.54 | 81.39 | 73.22

H3 1 A, PRSI AR TR B2 81.80%, 114 5o S WA IR PR RE AR v g
ARG Y 90.51%, HAMMREEE T 8.71%, HHIEN I 15d &M, 4CLH
25°C 4 AE I B R R s, TR RS 4°C AT ASEE R AR B0 84K, A5 T o A 7
—E N AR KRR E -

mikE 6 5K 7, K8, W9 XA, 2SR IBEAS I RS i AR BT R
BRI, 2 BURECR R, SRR RS A, BN R R I,
Hmrmrhn 7 # e EH, B RRG R, wk 7R A RERM S B A
i), 7 k25t Rs, T R AR R AR T . 3 R AR R U AE R AR
RPMRREME, SRR, EARKPURN R A B 2570 FEPE A0 i P RS
e R AR B A 90.51%, SXFELE] 1 AHLL, 4SRRI g B 4 o 1 R 41
BT 8.71%, AR BIREMSHE NP RERE T SRR B], SEKORE BB I 1), HEmdT R
T HAE R S A .

DB BTk SN I8 T AR I J LR e it 77 20, Al iR 5y HAR R v
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