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W 
m^IKpaditaxel, Taxol) 

d3/P^/W^R#/F7-R (0. 006 u g/ml) , gfifM 

TllS^fitJ^^imifiSI^llTaxols^^tMCremopher EL /ZMf- (50: 

50, V/V) 0tjM^^#^5ml^#|?3OmgStJ^^IIfj5!jj^o ^lI'WAfiEKlCremopher EL, 

3/jIfc, vft 

^7ltri2/jNWnI^iilS^fev10mg, ^fi|6 /m#niKk»fev10mg, ^Itr30~60^t^ 
#aM^#T300mg^WM#T50mgo BP^nift, lte±{M5%~ 

3O%StJ^Atij3:J^^|^fMiS;0tJill^ix.lSio jit^h t^Cremopher 

ftmrmbmmrnmmn, JM#> 

«, M4^t££A«.> 

Mmm^mfrmmm^, rmmm 
mm, mftBMmrxftmffi, ist»^mrnnn±^ HIWSJ (2oo4^±flj)« 
mmmmm (Mm) mmm-zsnwi30mg, *, 

wm^m, 

i 
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2005 FDA 

^•ABI-007) 

^R74"^K^#jn, lOOmg^PQgrQ 900mg EKlSftWlK^$z)#° 

Mtt, l) 
Cremopher EL, 

mmmm-, 2) 
135"l75mg/m2Jiii^M 260mg/m2, fMESMttt 

Vt&Bp^; (^H#ffri^&6200 7n), #iJP±^fe]KW##^^ 

ymmmmimmmmmm'i., u^mmmmiim, mm 

mmi^rmmmim; mm&fg&mmmmit, mmi 

(^]0. 25 mg/ml), 

02 mg/ml, 

mxmL ftmimm° ^mm&mmmmmmi 

mmimmmmmmmmmmm, MM 

#$i*7M£l$^!j: $1*^3/200810168213. XftJ OTi*^J 

200810168212. 5Q^J " W-MMiM" ° 

200810168213. 

mmmmmtmmmtwm-.rw, m^mmmmnmmm 
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ri9f§ 

mtm, mmm^mmtm, 
o M200810168212. M^200810168213. X 

^ f0]ic#o 

200810168213. X^P200810168212. 5^lJ^J|glJ 

T^Pg: 
u imxu 

^il^j2mg/mliy£j, iH 

IMlrll. 
2> mmwM%mmm&M.^m, Mmmmmkmmmmxt-mm, mm 

OTfi^^nsfi0^ri9f§, fflEmmk, CD MA 
IMA: ®Jlj^A^AflB|jiIfE3WAfiA2^;tefe300mg"'500mg (tlSTl~2^Xl:liJtl=|=l'^' 
wwiffi), ^200810168213. i^m^RWM 
W-Mi^^R^MM, iH A0tJ|0 |S|If^3/P300mg^57OOmg, jjtitffcfBt@^=l7'19yhXlSII» 
Mm (2) mmwM^m 

200810168212. 5^mMWW%^7^, 

Mfe, mmm2^m&mmmYAMfm., (3) 

mm im 

mmmfrm-Mmmmt. &&mmmtm, mm mm 
3 
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t/S1l^»^1l^tm72008l0l682l2.5^lJ»fi^Mm?L 

W&B5MMB&iMfc\kM:0.2~4, Qffi 1:0. 25~2, :0. 33^1 „ 

fa; 7-J^SMII (X^7-aM@II) > 
3.&W, W\ 

IIIIMSIlio 7-J!5£ 

^ftc, EDTA&^ifc, 

Jtti&WnTttM-. 

M; 
^mmm*}, *$«BP#0 

2&MinTMW: 
a.mzms, nmm 

b.£^m®^Tm *$«BP 



WO 2011/050735 PCT/CN2010/078202 

Ho 

ZM> ¥II> ¥¥!!> » 
ZMZM^ nTitSZiII> MSI> ZMZM^ 

Mbmrns, ^mmmmmmmm^btM:o.2^, «i:o.25~2, S«I:O.33Y; 

\fcia, 
0. 5"l6mg/ml, fjjzfcl. 0~8. Omg/ml; 

-70°C, ffife35-55V, M025V, 35°C> 45°C> 55°C^70°Co 

^Jf-WR , W^&JW\Wl WWl BJM A#Mi£ AAW 
MM!®- 5-3. 0/Mtf, mno. 5/JN^> 1. 0/W> 

1. 5/JN^2. O/jN0t, *$7»Wf0]nT^8/jNWM48/jNW, M£P8/M> 12/hfcj\ 16/M 

^24/JN^O 

(ft) O 

^ll$cl^fiii]> 1IAE!®?> ^Jl^A^^ll'Cremopher EL, $^f§i£TT(ffJSf#[Jo 
iJPAjSfi^ffl^t^lJ (?L4fc 

m) > mmffl) m&mm, ^rm^m mmimm, 
mm mimmmmmmmmm, m.m^m?mm 
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M, immmiimx, 
mwmRmmmwu ^a> im 

1) mmimm^\ m^£= 
|IJMA^#fP^6^ltrJlo ^©#^200810168213. X^ffjiJ 

&#i'Jjjm 
1:0.25~2, ®icitl:0. 33"lo 

^mmmmmmBmmtmxmiEm. 6^414.7, &mm, 
Mfc\tM:0.2$i, XMMfite^jl:0. 09^1:0. 097; 0:40MlSM«tt;*J 
1:1.80~i. 94, 2~4ftrt£j£ffli*i, rtM&tW:M\k%i 
1:0. 09~1. 940 ffijStfctfe, ^M^MMnm^btiJmi:0.25^2m, Mattel :0. lA). 97; 

33^10^, XMM«tt;*jl:0. 15~0. 490 

%200810168213.X^JFfi^rtWt@te, 
6MfibmMfil:ri9eM$IJl:0.09~1.94 («»1:0. iro. 97) , ffl&JmMM 
fflfi, (E±35%~50%i^^Slj35%~91. 7%) , 
^&W&W&W$£c£M.-n, 
m\&* Hip 

2) laMifAfi^I>: f^^M^^R^300mgi+#, 
27mg^580mg, ifc»;*j33mg~290mg, ^200810168213. X^lM^300mg~5700mgt@tt, M 

m\%mmnMi. 94^, immJO. 97m, 
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4°cr:#120200810168212. 5#^$^65%-85%, 4°C 

^b^'^^'^'Cremopher EL, M&TCremopher 

m&rmmi±, 

mr> mmm, immmmm* 

Mim 
® l: T^M3Mft ttWDSC ® 
®2: Mils 
®3: 
0 4: ®4-l: laWJ 8 

m 4-2: 8 m HPLC (^ I %w&w) 

'i:M^iJi WJMBl\<Wii{r^J 
m^Il9.0g, |I@I?0.81ggTM$mm^, iJPAMS|3000ml^«, ^40°C 

fitJMTFWi^W, ilMltftt- I^AOVfflSM&fMu 
'hmm* 

''y<MA2 
m^Il9.0g, IISIIO. 99ggTM$mm^, ;!jpA0SM3OOOmi^^#t?, £ 

25-cmgTWiw, 
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%XmM8.5g, Mill. 275gg:fH;t», ;!jPA0itM3OOOml^«, ^45°C 

#16WBP#0 

^JMS.Og, Mill.84gfi7H^M43> ^PA^SIlOOOmlTOM?, &35°Ci&g 

10 |#TP1M fSMIMt- ^35°CMJ±*$«IO/JN 

WBP#o 

®^I|7.0g, MI|3. 15gg^H;«^, jJPA^S!32500ml^^, £50°C}U® 

15 ^T»2/M, ^50°CMffi*$«15/jN 

WBP^o 

mmM7.0g, m@S|4. 2gS7H^j)M4], i)PA5000ml|^55°c 

15/hWBP#„ 

MM^M5.2g, MI?4.73g, giPA3000ml^E¥^^^. 
25 ^60°C^g^TW2.5/jN0t, femMZMMvP, ^55°cMffi 

*$«15/JNWBP#0 

A»JH mmmmmn.-tm 
^MM-5.2g, m@g|4.85g, S»E0.05g, SlXM^MRiX^, JPA4000mlM 

8 
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*$«15/JNWBP#0 

lg, Hi@I|4. 95g, t)PA52OOml^ZiIlfP/i^TII0tlM 

^65°CMffi*$«15/jNWBP#0 

AM^Jio WJMB^bWii^J 
0g, Hi@07.51g, t)PA52OOml^ZiIlfR/i^TII0tjM 

^650C^*£«15/MBP#O 

AM^IJ11 MMB^WU^J 
IX^^I|5. Og, Hi@Il9.10g, t)PA52OOml^ZiIlfR/i^TII0tjM 

^650CMffi*^Ml5/hWBP#0 

AM 12 ^IIA-HMiSIIS/ntJ 
M^M5g, iJPA7-HMi@IIO.55g, iJPA500ml&MSPTO# 

m, ^45°C^^T»1/J^, ISMMt. m&5°CU 
jm&mis'bmm* 

•mim ^IIA-HMiSIIS/ntJ 
M^M5g, iJPA7-HMi@Il4.85g, iJPA500ml&MSPTO# 

m, ^45°C^^T»1/J^, ISMMt. m&5°CU 
jm&mis'bmm* 

m^I|5g, iJPA7-HMi@Il9.70g, iJPA500ml&MSPTO# 
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m, ^65°CM 

^^@110. 54g, — 
^45-C^ag^TWl^W, Wftimt- ^65°cMffi* 
$«15/hWBP#o 

Sfc^S?5g, ^§@8R 83g, BfMlMt, iJPA500mlfi^M®TO«, ^45°C 

15/jN0tBP#„ 

Sfc^S?5g, ^§@I|9. lOg, BfMlMt, iJPA500mlfi^MSTO«, ^45°C 

15/jN0tBP#„ 

'i:M^Ji8 ^WJli \MU<Y¥fl 
«^I|4g^5^S ^MPAJMO. 5g> 2. 0g> 3. 0g> 4. 6gfP7. 70g, BTJMfiia 

#iJPAl000mlfi^M®TO«, ^450C}U^#T»1/J^, 

^650CMffi*$«15/hWBP#0 

'i«i9: \A1£WtJMW-U<ttyjy>j1111|IMMWJ 
Mfeg^T^OmlQ^fffl/jC^, MM40-60°C, ^PAf^A^MitlSg^P^# 

&n® (188) 3og, Bmmmfttm, im^m, {m&mmcf; 
MlM$JIMl8^^^I|/^@IIM^3Sfi I|500mg) , iJPA200mlAS^ 

4^ iJPf!;|lj40~60oC, TW/jC^l&AMM, 

tJ?l° fflo. lmol/Lfi^MiIi?pHM4. 0-6. 0, 
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MlxKMlOOOml, 115°Cj7c^30^Ht, BPt#$@jjS.3jO. 5mg/ml^M^L^lJo 

TOI4@3J125 nnfl50nmo 

•mmo-. ^wtJMW-u<ttyjy>j111 fiIMMWJ 
W^12.5g^m300miaMffl7jC^, »M^50°C, iJPAfl$iJSII^W7. 5g« 

(188) i5g, MX^MM 
5> 13, 16^^^11/^101(t@^X^I|500mg) , ;!jpAl25mlfiAS^n^ 

M^WC, ^WI^TWTR^I&A 
fflO. lmol/L 

0^MiIl?pHM4.0-6.0, ^P7jcM500ml, 115°C^30^t, WMWM 

fi^j 1. Omg/ml $}WHk%Mo ^^14^5^/230 nm~250nmo 

'i«2i: 111 fi IJMWJ ̂ B3\M 
W^12.5g^m300miaMffl7jC^, »M55°C, iJPAfl^AS^W7. 5g«t# 

&H® (188) 15g, I«#W, ^^MMiM 
(ffi^xm^l|600mg) , iJPAl25mlAS^^, 

iJP^|lj55°C, 

fflo. lmol/Lfi^MiIi?pHM4. 0-6. 0, ^PTK 

M500ml, 115°c^|if30^t» BPt#^l^fi^l. 2mg/mlEftMl£?l|fO° 

TOI4@3J125 nm ~133nm0 

'i-M^j22: 1111|IJMWJ^B3\M 
W^12.5g^m300miaMffl7jC^, »M60°C, iJPAfl^AS^W7. 5g«t# 

tm (188) i5g, mmmmmm, r-, WA 
(ffi^X^IHooomg) , jjpA 

150mliJPf!;|ij60oC, TW/jc^l&AMM, 

fflO. Imol/LStJikSliMTipH 
M4.0-6.0, ^iJP7KM500ml, 115°Cj7c^30^t, 0mg/ml 

^^14^5^/128 nm "l41nmo 

11 
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%w\3% (w/v> -t»n 
mm, m.22'mmmmmdm^:M, 

wultMitj11111 IJMWJ \'Mm 

^5ml, iPAl.6ml PEG400, 0. 5 mlfttM80, MM^, 

mum* 
iJPA5%^H«MyfM50 ml, fif^h/plOOrmio 

'i«25: 

^v5iJ?S($JIMl-186^^I?/^@IIS:^t/3Sfi (ffi^x^l|250mg) , ^A2^5g 

BP#o 

(ffi^x^l|500mg) , iPA^t^ff 

£|£jR500 mg, ILH500 mg, ®IiilittiMfi, JEEflLl^S^^J 100—250mg 

imm i: 

'I'M ^yfljlI tin200810168213. X &mVl:fl<MAJj%i&iil: 

^^•^^00810168213. ftM&AMWmitfR 

1.85^18. 5, # 

^1 200810168213. 

12 
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mmmmmmmm 
(mg/ml) MftVc «th (mg/ml) 

mm/mm 
1:2 1:1.85, 0. 68 

mm/mm 1:4 1:3. 70 0. 75 mm/mm 
1:6 1:5. 55 2. 12 

mm/mm 

1:10 1:9. 23 2. 32 

mm/mm 

1:20 1:18. 46 2. 25 

mm/mmm 1:4 1:1.82 9. 04 mm/mmm 
1:6 1:2. 73 8. 87 

mm/mmm 

1:10 1:4. 53 9. 15 

mm/mmm 

1:20 1:9. 06 8. 75 

mm/mmm 

1:40 1:18.12 8. 69 

mmim / / 0. 27 

55m mm&mxmtu m 
2. 12^2.32mg/ml; 82~18. 12fgffl |*|, 

8. 75^9. 15 mg/ml, 

4-'M\ m-m/mwu<rwm\v i 'WH-MH^^WJW\ 
Mm'jMmimmm 

jSfi, ^iJiJPASMfflAS^20g, 60°C7jc^Pf!;ih^IM, 

^C/jCZill^Win 1X20 li ^Ay#ffil^i!ft^, L^i,Kromasil-C18(250mmX 

4.6mm, 5 u m) ZJ#-TR (54: 46) ^/ftJt^l- OmL/min, ^$lj$clx230nm, 

13 
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W&W%MWW$ W\ 
(mg/ml) MftVc «th (mg/ml) 

mmm 5:1 (1:0.2) 1:0.091 7. 66 mmm 
4:1 (1:0.25) 1:0.112 8. 25 

mmm 

3:1 (1:0.33) 1:0. 151 8. 56 

mmm 

2:1 (1:0.5) 1:0.225 9. 14 

mmm 

1:1 1:0.453 9. 49 

mmm 

1:2 1:0.906 9. 06 

mmm 

1:4 1:1.813 9. 04 

5:1 (1:0.2) 1:0.090 7. 47 

4:1 (1:0.25) 1:0.113 7. 93 

3:1 (1:0.33) 1:0.150 8. 77 

2:1 (1:0.5) 1:0.225 9. 21 

1:1 1:0. 450 8. 85 

1:2 1:0. 901 8. 69 

1:4 1:1.802 9. 12 

^§@n 5:1 (1:0.2) 1:0.093 7. 23 ^§@n 
4:1 (1:0.25) 1:0.116 8. 50 

^§@n 

3:1 (1:0.33) 1:0.155 9. 26 

^§@n 

2:1 (1:0.5) 1:0.232 8. 78 

^§@n 

1:1 1:0.465 8. 59 

^§@n 

1:2 1:0.929 9. 11 

^§@n 

1:4 1:1.858 8. 73 

mmim / / 0. 27 

14 
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j^My*/35°C, 

IXI^JO. 5h0 0, 8.0, 4.0, 2.0, 1. OfPO. 5mg/mL 

BT$o 
^3 

(mg/mL) (mg/ml) 

16. 0 8. 89 

8.0 9. 21 

4.0 9. 58 

2.0 9. 47 

1.0 9. 39 

0. 5 8. 44 

uW>.M3 ^IIJMII£^WDSCft^#|iE 

• mm-, 
• mmw; 
• Mfc\kM:h 3:1, 2:1, 

1:1, 1:2, 1:4) ; 

(DSC) #|?DSCft^#tE ^25~300°C, 

UlO°C/min, M^rtJll60ml/min; DSCft^jALPfiffllo 

^IM»S^I^J225.7°C, 110^1^1^150. 9°CO 

S^^^^J149-150°C; W&Wfa 

wmm%L$L7'j>mim, mmwmm&it, mwm 

®fs, &m, \tmm^mmwkX7^0 

15 
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(MCT) mXa.WMCY (1:1) iJP^M60°c, MM, 60"CxK^ 

mA^mmmmm&mTtm, mmm, 

:4 (mg/mL) 

MWMWf 5: 1 4: 1 3: 1 2: 1 1: 1 1: 2 1: 4 ^11 

7. 66 8. 25 8. 56 9. 14 9. 49 9. 06 9. 04 0. 27 

25. 25 26. 21 26. 47 26. 45 23. 54 27. 69 27. 69 2. 37 

15. 51 13. 87 14. 02 16. 56 15. 50 16. 89 16. 89 1. 36 

&: M^*3/As.^/^!]|^ (#fRtt 1:1) ° 

mmm ̂ Whi<YtyU\:. \ \ :;WP i1 

M^t2^mM/BMWM^^.rn, aX50mLW&Mft, iJPAiE^IIlO lOg, g25°C 
®24h, UllJilW^yfo ^#5mL, ffiO. 45 u 

fi, %3c&zmm, immm^mmmnm^m 

BTio 
5 (mg/mL, 25 °o 

Mf/MIl 4: 1 3: 1 2: 1 1: 1 1: 2 1: 4 MM 
23. 59 24. 28 20. 70 25. 83 28. 32 32. 41 8. 86 

uW/.'B'lj6 m\mu .lEit/X-J mtm \m (XRD) 

16 
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W&B, Mil, ^IIMIIfi^tf ($MM5^#nnn) , mMBM 
IltfSM^tf (MKtm 1:1) o 

Cu-K |E, I^fMkV, f^OOMA, WOT^j3° <2 0 <60° „ 

4, m, (20) ^5.480, 8.840, 

12.180, tfm®^j23567, 11319, 13277; Mil , fiJItlt# 

5.160, tfm®^j35506; 

^II%MII®i#WM#-jl;!jn; ^IlfnMIl 
M^TI^3J15. 240, 16.759, 17.160 

#117.960M5ftT«#MW, 35^4492, 3588, 2604fP3186, jgX 

mmmBmnm s wwwi. 
o 

i&&M7 (IR) 'Mft 

> IIMII > MfcBB @ Ilfi^tf (5^ if \fc % 1:1ftJ# m), 

^II^MIIWtfSM^tf (B1) , ^400—4000 cm-1 

^II±MWlW3jlffSC = 0£l733. 8 cnfXP1714. 4 cm"1 

1646. 4 cnf , 1^^3300-3500 cm 

|0@I|^X^7Ifcif±S#tiE®.L^Ji|3j2933. 1 cm 
_1, 2901.0 cnfXP2866. 4 cm^f^^MC-H^#^}!^ ̂ ##3402. 3cm-1^ 

ZM«; tfSM^tf^l^i#$^MII%^II#M 

!M$Wf®^1646. 4 cnf^f^fM^; MIIWI:5$^3432. 9 cnf^gfc&fc 

i®M8 (UV) ^HPLCfeifii##^ 

17 
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iW#nnn) , 
^200~400nm^;artit^f^FS®, 

4-1 o %c, 

BP# 

^X±-^mZW&mZtMWW%yM^ZsWWM20u ft, ^ 
Kromasil-C18 (250mmX4. 6mm, 5 u m) ZJf —7jC (54: 46) M 

£tl. OmL/min, ^$!!lM~K:230nm, fcff@], ^n^jALPf ®4-2o 

SIC, 

^25°c^#Tiie#, 
#, M(20uL&AHPLCtfc, \)X 
Kromasil-C18 (250mmX4. 6mm, 5 u m) ZJf —7jC (54: 46) M 

£tl. OmL/min, ^$!!lM~K:230nm, ^MJS> 

6 

#fi(%) (%) 

25°C on 98. 05^102. 10 ND 

m 98. 25^102. 23 <0. 2 

3% 97. 78^101. 74 <0. 3 

en 98. 90^102. 36 <0. 3 

9M 98. 55^101. 76 <0. 2 

12 M 98. 36~101. 87 <0. 2 

24M 98. 7T101. 88 <0. 2 

ttMWio 
i^MI&MlO-l 

18 
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M|I@I?> 7-^aiI 

, ijpAMii2ooomi^^^i?, &4o°cu&^ 
IMMltftt, ^40°cMJi*$Xil24 

5 /jMttBP#o , 

#^s;^t/r#tes:^t/4: ^200810168212. M 

6^R1: 10, 
lO^Rl: 20o ilBTil. 

10 ^7: mm/m.mm%^mmm 
m&w 
©14 

IHM^I4 
©14 

^II/IHM^$4 m&w 
©14 

IHM^I4 
©14 m&\t matt 

%$kM-n%} 1/ IIMB 8. 0 g 3.6 g 1:1 1:0.45 

$^k%tx^2/ II@11 8. 0 g 7.2 g 1:2 1:0.90 

$M^tf3/ 7-|^aiI@II 3.0 g 1.35g 1:1 1:0.45 

$^&%tx^4/ 7-|^aiI@II 3.0 g 5. 406g 1:4 1:1.80 

5/ 3. 0g 1. 40g 1:1 1:0.46 

%$kM-n%}6/ ^@11 3. 0g 5. 58g 1:4 1:1.86 

#ltl-ntl 1/ ®IIH 3.0 g 16. 65g 1:6 1:5.55 

#ttJl/n$?J2/ ®||H 3.0 g 6. 78g 1:10 1:9.23 

#tbg/S*/11 @ 1? 3. 0g 13. 5g 1:10 1:4.50 

#^s:^t/4/11 @ 1? 3. 0g 27. 18g 1:20 1:9.06 

uW>.;|iiJt^iJ 10-2: 'I1 fiWWYMMW.WkM 
IbtMBMl 

WMMI wm\M2 wm\M* wm\M± 
145mg 290mg 580mg 1160mg 

2g 2.4g 3g 3g 

^»£f(188) lg 2g 4g 6g 

19 
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5g 5g 5g 5g 

40ml 40ml 50ml 50ml 

200ml 200ml 200ml 200ml 

^Jt 200ml 200ml 200ml 200ml 

lo 

- ^f#§7jC^I130-140ml, $&fcfr®&PAgmMg> (188)W^, MM 
%{$0W¥ftWL, iJP^VM40°C, 

- »M40°C, M 
TfMi; W ^; 

• >l#7KffitItI#PAM$W@pl=,> t^l0000^/minf^5min, 

$J$l, 6?A> IBC^^RPIL^, fflO. lmol/Lik@|iMi?pHM 

4.0+0.5, ^ijp7jcM2oomi, mvxMwftty, gp#„ 
f»-» %VCM cmmmm) fflfi^ij^Mmm&fiwi.o%(g/miA 

1. 2%(g/ml) > 1. 5%(g/ml) fRl. 5%(g/ml), (188) 

$J0. 5%(g/ml) > 1. 0%(g/ml) > 2. 0%(g/ml) fP3. 0%(g/ml), 5mg/ml, 

1. Omg/ml, 2. Omg/ml, 4. Omg/ml 0 4il|LlrO^:^fM5^ll^225nm, 

233nm, 245nm, 230nmo 

U4Sv.f|i!l#r$J 10-3: Ili'rlWf'I1 fi^MX\M 

M?L3r!]6 Mm^!j7 Mm^!j8 
^^Ji/n^l2* 190mg 380mg 760mg 1520mg 

2g 2.4g 3g 3g 

^#5^^1(188) 2.4g 4g 4g 6g 

5g 5g 5g 5g 

20 



WO 2011/050735 PCT/CN2010/078202 

/ / / 40mg 

40ml 40ml 50ml 50ml 

200ml 200ml 200ml 200ml 

200ml 200ml 200ml 200ml 

- ^Mffl7jC^130-140ml, (188) +R++^, WM&Wt 
MM80°C, 

- MM80°c, g-MWBJMRtfe 

• ^/K+Btttt^PAM^ffi^K tU 20000 $f/min Jyi^JlO min, 

6#C, IBC^^RPIL^, fflo. lmol/L 
MiIi?pHM5.5 + 0.5, ^iJP7jcM200ml, }g£j, 115°C j7c^30^Ht, BPf#° 

M«l5-M«l8, ?IMU (SffP«) 
1. 0%(g/ml) > 1. 2%(g/ml) > 1. 5%(g/ml) fRl. 5%(g/ml), mUlWt\W&Wt (188) 

*^M?L3r!]&*ftJ1.2%(g/ml), 2. 0%(g/ml) > 2.0%(g/ml) fR3. 0%(g/ml), >MYM 

Wf^fi^J^jO. 5mg/ml, 1. Omg/ml, 2. Omg/ml, 4. 0mg/mlo 

4^1?L^IJ¥^li@^v5iJ3j246nm, 262nm, 231nm, 242nm0 

W9t wmi 9 M«10 M«11 MIL 12 
145mg 290mg 580mg 1450mg 

AS®||H 2.4g 2.4g 2.4g 3. Og 

5^^1(188) 4g 4g 4g 4g 
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5g 5g 5g 5g 

/ / / 40mg 

40ml 40ml 50ml 50ml 

200ml 200ml 200ml 200ml 

200ml 200ml 200ml 200ml 

1 %1 ̂#}%&&/&@IIMfitt% 1:0. 45ftJ 

^t/lo 

|SIT^M^-M10-3, ^^pH{tiI1?3j5. 0 + 0. 50 

ffl?i9-Mimi2, 2%(g/mD > 

1. 2%(g/ml), 1. 2%(g/ml) fRl. 5%(g/ml), (188) jfifL 

3r!]&*ftJ2. 0%(g/ml), 5mg/ml, 1. Omg/ml, 2. Omg/mlfP 

5. Omg/mlo 4gl|Llf0^^fi@^5ll3jl65nm, 153nm, 127nm, 

138nm0 

MIL 13 M«14 M«15 M«16 

290mg 435mg 580mg 1450mg 

2. 4g 2. 4g 2. 4g 4. Og 

?&$#&l>$t(188) 3g 3g 4g 4g 

5g 5g 5g 5g 

40ml 40ml 40ml 50ml 

SMffl/JciJPM 200ml 200ml 200ml 200ml 

&* 200ml 200ml 200ml 200ml 

1 % 1 M&M31 #}%&&/& @ IIMfi tC % 1:0. 45 ftJ 
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(WWXtl: 1) 

I^MM3o 5 + 0. 50 

M«U3-M«U6, $utm cxumm) 
1. 2%(g/ml) > 1. 2%(g/ml) > 1. 2%(g/ml) +R2. 0%(g/ml), mUlWt\W&Wt (188) 
fi^ffl?l^&fiWl.5%(g/ml), 1. 5%(g/ml) > 2.0%(g/ml) fP2. 0%(g/ml), >MYM 

Omg/ml, 1.5mg/ml, 2. 0mg/mlfR5. Omg/mlo 

138nm, 133nm, 146nm0 

[&fc #Mc] 

W9t wmi 17 M«18 wmi 19 M«20 
190mg 380mg 760mg 1520mg 

3. 0g 3. 0g 4. 0g 6. Og 

?&$#&l>$t(188) 4g 4g 6g 6g 

5g 5g 5g 5g 

'MWMkJ** 30ml 40ml 50ml 60ml 

200ml 200ml 200ml 200ml 

200ml 200ml 200ml 200ml 

^$HM20 5 + 0. 50 

Mm?Li7-Mm?L20, ?IMU (SUMlii) 
1. 5%(g/ml) > 1. 5%(g/ml) > 2.0%(g/ml) fP3. 0%(g/ml), mUlWt\W&Wt (188) 
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fi^M?L3r!]&fiftJ2.0%(g/ml), 2. 0%(g/ml) > 3.0%(g/ml) +R3. 0%(g/ml), 

5mg/ml, 1. Omg/ml, 2. 0mg/mlfP5. Omg/ml„ 

4^1?L^IJ¥^li@^v5iJ3j255nm, 263nm, 285nm, 232nm0 

W9t wmi2l wmi 22 M«23 M«24 
145mg 290mg 580mg 1160mg 

3. 0g 4. Og / / 

/ / 4. Og 6. Of 

imii 
?&$#&l>$t(188) 3g 4g 4g 6g 

5g 5g 5g 5g 

* 0. 2g 0. 2g 0. 2g 0. 2g 

'MWMkJ** 30ml 40ml 50ml 50ml 

200ml 200ml 200ml 200ml 

&fi 200ml 200ml 200ml 200ml 

1 % 1 ̂  M&M31 W^II/fll @ IIMfi tC% 1:0. 45 ftj 
^t/lo 

|s]^iffeM30 

Mm2i^R22^, 5%(g/mDfn 
2. o%(g/mi), wMi23m24imm^MA7k\hmBm^mmMum^ 
m^lj^fi0^2.o%(g/ml) fR3. 0%(g/ml) „ M?L21-M?L24*, 

(188) m fi M ffit % ̂ 0 & fi fitJ 1- 5% (g/ml) , 2. 0% (g/ml) , 2. 0% (g/ml) ffl 
3. 0%(g/ml), 5mg/ml, 1. Omg/ml, 2. 0mg/mlfR4. Omg/ml„ 
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3f 3f Sc Sc (881) 
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[&fc 
m- M«29 M»30 M»31 1 C

O
 

N
J 

#tbs;^ii* 655mg / / / 

/ 1023mg / / 

#tbs;^i3* / / llOOmg / 

#tbs;^i4* / / / 4024mg 

N)60/3? ^//hf^3-1 QO 

3g 
Q™ 

3g 
Q™ 

3g 
Q™ 

3g 
Q™ ynlw^lioo 

TO 5g 5g 5g 

<jg 

5g 

40ml 40ml 50ml 50ml 

SMffl/jdJPM 200ml 200ml 200ml 200ml 

200ml 200ml 200ml 200ml 

Mattel: 9. 23ffjM^0tkM&%l° 

1:4. 50fPI:9. O6MmR0tkM^; 

^f#§7jC^]130-140ml, (188)fRt+^, SM^H 
MM40-80°C, 

MM40-80°C, 

WI#T. MMWMMAMM^, 10000-20000$f/minM^5-10 min, 

Gi'X, fflO. lmol/Lik@|iMi? 
PHM4.5 + 0.5, ^P7jcM200ml, 115°C25 XMSOftty, BP#„ 

i-^uW).;iiijfJr^j111 MMI 1 J im 
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MMJ&M io-2mimnmn io-9m»i 
mmm, mm°c%&yymi2^n, TO, e, 12XOT#, 

-im mmmmmmmmm, ia 
5 MWMM, ^MASTER SIZER 2000«f4SI^ft (MALVERN) 

#fi$.W^ItJM: ftWfi^^IIMi&ll^iMfi, M/jcZilME, ffrjio 
& fitj # K M yf o II W fi M # iaS yf 20 u L & A £ if ft , i® HPLC & , U 
Kromasil-C18(300mmX4. 6mm, 5um) ^jfeiUft, ZJf —7jC (54: 46) 
1. OmL/min, M|$H£230nm, ia^feif®, 

10 i+im^»#fi, 
ifBTio 

8 
#Bnn^/ic^fi (^JiJilrjn MF^SJAED rem? 12 #Bnn^/ic^fi 

t>m 3 JUL 3 Ji-

?L^0 1/0. 5 mg/ml 225nm 100.2% 0. 33% 221nm 99. 7% 0. 67% 

ILIrLl 2/1. Omg/ml 233nm 97. 6% 0. 31% 245nm 97. 3% 0. 62% 

IL^ll 3/2. Omg/ml 245nm 98. 5% 0. 31% 236nm 98. 2% 0. 64% 

%M 4/3. Omg/ml 230nm 97. 6% 0. 37% 237nm 97. 0% 0. 93% 

%M 5/0. 5mg/ml 246nm 99. 5% 0. 35% 228nm 98. 8% 0. 52% 

%M 6/1. Omg/ml 262nm 100.3% 0. 30% 255nm 99. 5% 0. 61% 

%M 7/2. Omg/ml 231nm 98. 1% 0. 36% 240nm 98. 6% 0. 57% 

?L^0 8/4. Omg/ml 242nm 99. 6% 0. 42% 251nm 97. 3% 1. 01% 

%M 9/0. 5mg/ml 165nm 98. 8% 0. 35% 126nm 99. 2% 0. 56% 

%M 10/1. Omg/ml 153nm 101. 6% 0. 30% 133nm 100.7% 0. 52% 

?L ^0 li 
/2. Omg/ml 127nm 102. 2% 0. 32% 131nm 100.9% 0. 55% 
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IllfU 12/5. Omg/ml i^?l 138nm 99. 8% 0. 45% 155nm 99. 4% 1. 24% 

%M 13/1. Omg/ml i^?l 145nm 97. 4% 0. 31% 138nm 98. 0% 0. 57% 

%M 14/1. 5mg/ml i^?l 138nm 100.3% 0. 35% 136nm 98. 7% 0. 65% 

% ^0 15 
/2. Omg/ml 

i^?l 133nm 99. 2% 0. 31% 137nm 98. 5% 0. 63% 

%M 16/5. Omg/ml i^?l 146nm 98. 5% 0. 43% 173nm 97. 2% 1. 68% 

% ^0 17 
/0. 5mg/ml 

i^?l 255nm 97. 8% 0. 32% 244nm 97. 6% 0. 57% 

18/1. Omg/ml i^?l 263nm 99. 2% 0. 36% 259nm 99. 5% 0. 53% 
19/2. Omg/ml i^?l 285nm 100. 4% 0. 33% 272nm 98. 8% 0. 61% 

%M 20/5. Omg/ml i^?l 232nm 101. 4% 0. 48% 258nm 97. 8% 1. 76% 
?L^ll21/0. 5mg/ml m% 145nm 98. 7% 0. 36% 136nm 99. 1% 0. 59% 
?L M 22 
/l. Omg/ml 

m% 133nm 98. 2% 0. 32% 127nm 97. 6% 0. 57% 

?llfLl23/2. Omg/ml m?i 126nm 101. 1% 0. 38% 134nm 99. 5% 0. 56% 
24/4. Omg/ml m% 158nm 98. 8% 0. 41% 163nm 97. 9% 1. 25% 

?llfLl25/l. Omg/ml m% 143nm 99. 5% 0. 33% 128nm 98. 9% 0. 56% 
26/1. Omg/ml m% 138nm 97. 8% 0. 35% 132nm 97. 4% 0. 58% 

?llfLl 27/1. Omg/ml m% 141nm 99. 4% 0. 30% 145nm 99. 1% 0. 61% 
IllfU 28/1. Omg/ml m% 132nm 98. 6% 0. 36% 126nm 98. 2% 0. 54% 
?L^ll29/0. 5mg/ml m% 253nm 97. 5% 0. 92% frjm® 323nm 90. 8% 7. 63% 
IllfU 30/1. Omg/ml ftm 522nm 93. 2% 6. 27% 
?L3r!]31/l. Omg/ml m% 247nm 98. 6% 0. 62% 263nm 94. 7% 3. 58% 
?L^ll32/2. Omg/ml 266nm 98. 9% 0. 78% mmm 311nm 92. 8% 4. 64% 

(4°C) r:# 

i2^n^, mmmvt, D mwmM.orngMimmxmkmmmjm, mtmm, 
^MM±tMB^£M&2. o%; 2) 

5 mm, ^MfiW^Ms^gfti. 3%; 3) rnrnrnsmg/mi 
mmmmm, ^«i. o%; 4> mmm.%2mg/mi 
smrw, mmi-smgjftwmtik, &M*m^o. 7%0 

D smg/mi^nr 
%mw,JPM3. 0%, 

10 mmrni2^nmm±mmx, &M*¥B^&7%£JL±, ^aewm mmftm 
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2) Omg/mlfrf, (M^L^I|30) , ^Jiiu 

^f^fi^Jl. 0mg/mlfR2. Omg/ml Bt^nT 

m^r32), D z&gMexm m\ 
5 it, <0^Mi±i.5%; 2) r:#Mi2^B, -£*TP$, 

&JfcftM±3\-$\3.58%+P4.64%, ^WiMAM. OagMmifflWM&ffiLfrM$lM.° 
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U ffl m & 

2^4 o 

fc\&M:0. 25^2o 

fc\kM:0. 33~1 o 
4> f©g+X^J^r3^i—llffftf, )3f^@ 

§MI?> 7-flMMII> W@II> 
fa; JSM> illMW 

fao 

^ftC, EDTA&^ifc, fao 

a. ffifefcfe&PAirL^ 
tt.1t AE^LI; 

9> stw, £«a. > *, 
^@11, 

—it¥^> Zill> ¥II> ¥¥!!> Mffl> ZMZM^ HSWSx fa^fa° 
11> «tX^iJS5}c8^9^ft-«ai0^$iJ^7jfe, IfW, »»^0nTitS 

ZJI> Mffl> ZMZM3P0IW^®-faiffao 

^0> X?L^0> 

30 


