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R J Sephadex G-50 R (2x16cm) i EISRARBELHARN, R HOH
R i Rk s R | A e 1, BRAHE ow_—_%x 100% .,

KESE. % 139 HIHE (& 10g) WEKRER, WTHEDABRIRIEE ME-T
Hy Sephadex G-50 & kJ5, LA 70 ml BERRER SR shidili oy IR BERE, WV, & K & B0
EHHEHSEMERIMA 0.5 mol/L NaOH il 15.00 ml %k, MEBEBKHIIER %k &
HEgmEE 1, HNE AL Sephadex G-50 L BMFEHLS 139 4K (WA 70 mIBEEEE:
Zohig) MEREL, HEERGHE Qu,
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Tab 1, The percentage of drug entrapment in polyphase
liposome of the injection(139)

Oleic acid entrapped in {Total Oleic acid ininject;on Percent entrapment
No. liposome
1(%) L(%) Aw(%)
1 4.15 4.33 95.8
2 4.19 4.48 93.5
3 4.08 4.40 92.7
4 4.24 4.49 94.4
5 4.14 4.45 93.0
Average 4.16 4.43 93.9
SD 1.25
cv ] 1.33
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Tab 2, The percentage of drug entrapment in polyphase liposome of
7 batches of injection(139)

Time after Oleic acid entrapped| Total oleic acid Entrapment(%)
Batch No. in liposome in injection
preparation (month) I(%) 1.(%) Qw Average
3.60 3.91 92.1
830518 32 93.1
3.69 3.92 94.1
4.05 4.19 96.6
830907 23 97.7
4.16 4.21 98.8
4.19 4.48 93.5
841011 15 93.9
4.24 4.49 94.4
3.86 3.99 96.7
850328 10 97.3
3.96 4.04 98.0
3.72 4.05 91.9
850329 10 92.8
3.84 4.10 93.7
3.82 4.16 91.8
850401 9 92.0
: 3.90 4.23 92.2
3.59 3.86 93.0
851107 2.5 92.4
3.70 4.03 91.8
Average of 7 batches of the injection(139) 94.2%
Tab 3, Recovery of the measurement method
Oleic acid entrapped in
Batch No. sample 1,(%) Measured I,(%) Recovery(%)
841024 3.94 3.93 99.75
850328 3.74 3.67 98.13
850329 3.27 3.25 99.39
Average 99.09
Tab 4, The percentage of entrapment of sample after addition of
free oleic acid(0.1~0.16g) to the injection(139)
Weight of | Weight of oleic Oleic acid Total oleic acid Percent entrapment(%)
Batch No injection acid entrapped in in injection N
' ] liposome J Mixed sample Original
(8) (g) 1(%) 1,(%) Qu,o injection Qy
10.4342 0.1580 4.72 5.74 82.2
841011 93.9
10.4571 0.1549 4.62 5.62 82.7
10.8039 0.0938 4.14 4.99 83.0
850401 92.0
10.6235 0.1078 4.21 4.99 84.4
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Tab 5. The distribution of liposome size and the percentage of drug

enfrapment by volume Qy in the injection(139)

Size(um)

No. |L-Z6~|1.88~2.00~2.52~]3.17~|4.00~ Liposome Liposon:e Oleic :Srie‘iage Entrap!:!em

Batch No. 1 cg | 2.00 | 2.52 | 3.17 | 4.00 | 5.04 otal mumber | T merer (o) percentage
Liposome number diameter (um) Qv %
840405 34174 10508| 3389 | 1288 | 408 | 140 49907 1.458 3.1 97.1
840406 30534) 13151} 4124 | 1484 | 449 | - 156 49899 1.469 3.1 97.2
841112 29667| 12944| 4941 | 1710 | 509 | 146 49917 1.487 3.2 97.9
841115 32594] 11324) 3843 | 1475 | 504 | 164 19904 1.455 3.0 97.3
841121 28200| 12257) 5466 | 2544 | 944 | 377 49788 1.541 3.3 97.0
841211 22624) 13843} 7613 | 3724 | 1387 469 49660 1.636 3.4 97.2
841220 32778| 10926| 3941 | 1489 | 559 | 186 49878 1.458 3.1 97.1
841222 | 31783| 12035 3950 | 1422 | 527 | 188 49887 1.463 3.1 97.1
841224 30659{ 11993| 4593 | 1761 | 640 | 221 49867 1.486 3.2 97.0
841226 31397| 11931} 4117 | 1579 | 603 | - 223 49850 1.473 3.2 96.9
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STUDIES ON METHODS OF MEASUREMENT OF PERCEN-
TAGE OF DRUG ENTRAPPED IN INTRAVENOUS INJEC-
TION OF POLYPHASE LIPOSOME (139) IN THE FORM OF
SUSPENSION

YJ Deng, SF Shi and XQ Gu
(Shenyang College of Pharmacy, Shenyang)

ABSTRACT This paper reports the methods of measurement of percentage of
drug entrapment and drug content in polyphase liposome of the intravenous injection
(139). The percentage of oleic acid entrapped in polyphase liposome of the intra-
venous injection (139) is determined by the method of gel filtration using column
of Sephadex G-50, Qw=94,.2% (mean of 7 batches).

Moreover, the percentage of drug entrapment by volume of liposome in the in-
travenous injection (139) is also determined by the method of microscopic photo-
graphy and Coulter counter(TAIl),Qv=97.1% (mean of 10 batches).The maininfluence
factors for percentage of drug entrapped in liposome are discussed.

Key words Intravenous injection of - polyphase liposome (139); Measurement
method for percentage of drug entrapped in liposome





