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Research Progress of Evaluation Methods of Liposomes Release Behavior in Vitro
SONG Bo' HUANG Ying' GUO Yingshan®( 1. Center for Food and Drug Inspection of NMPA Beijing 100044
China; 2. Center for Drug Evaluation of Hebei Shijiazhuang 050091 China)

ABSTRACT The liposome drug could act its therapeutic effect in vivo only when released from liposome. The release
process could be stimulated in vivo.The commonly used analysis methods of liposome release behavior reported in the literature in—
clude sampling separation method dialysis method flow cell method Franz diffusion cell method and other optimized methods.
Each evaluation method has specific advantages and application limitations. However the Chinese Pharmacopoeia does not contain
the evaluation method of in vitro release of liposome which hinders the application of liposome.Therefore it is an urgent problem
to establish an in vitro release method with good reproducibility strong operability and high standardization in the development of
liposome. According to the inherent properties of liposome the research status and practical application of in vitro release behavior
analysis methods of liposome in recent years were summarized and the characteristics of each release method were briefly ana—
lyzed.It provided a reference for developing and improving in vitro release behavior analysis methods of liposome.
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Tab.1 Advantages and disadvantages of common evalua— O
tion methods for in vitro release behavior of liposomes 1.2
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- ( epigallocatechin gallate
psoralen liposome EGCG-PL)
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EGCGPL  EGCG- ( epigallocat—
echin gallate psoralen solution EGCG-PS)
20%
EGCG-PL
EGCG-PS
o 400 r + min”'
(32+0.5) C 5 mL
( HPLC)
EGCG.
EGCG-PL  EGCG. 24 h
EGCG-PS.
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YUAN " ( doxorubicin DOX)

100 mmol * L™'NH,HCO,+ 5% v75 mmol * L' 2—

(N- ) 5%
78.4 mL 37 45 55<C
16 mL * min™' 1.6 mL.
NH, HCO, DOX

- DOX

DOX o

0 ( cytara—

bine Ara-C)

( cytarabine gel liposome Ara-C-GL)

( cytarabine common liposome Ara-C-CL)

22.6 mm (37«
0.5) C 5% ( 1% )
250 mL 0.5 mL,
5 mm CYZ
HPLC o
Ara-C-GL :
Ara-C-CL Ara-C-GL Ara-C-CL
Ara-C-CL
1.6 N
21
1000 mL
0.5% -80 100 r * min™'
10 mL 0.45 pm
2 D
pH 7.4
(37+0.5) C 80 r * min”'
1 mL 0
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