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Tab 4 The entrapment efficiency of forsythoside compound
liposome (n=3)
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Bacterial Endotoxin Test for Clevidipine Butyrate

XU Leimingl, wu Gul, DU Weifengl, GU Qianz*(I.Anhui Institute for Food and Drug Control, Hefei 230051, China;

2.Wannan Medical College, Wuhu 241000, China)

ABSTRACT: OBJECTIVE To establish bacterial endotoxin test method for clevidipine butyrate. METHODS Clevidipine
butyrate was dissolved with 60% ethanol and then diluted by water for bacterial endotoxin test. The experiment was carried out

according to the bacterial endotoxin test method indexed in the appendix of Ch.P 2010 Vol II. Tachypleus amebocyte lysate from

two manufacturers were used for interference test. RESULTS According to the dose of clinical medication, the most suitable

limit of bacterial endotoxin in preparations for clevidipine butyrate was 4.7 EU-mg™". Under this experimental condition, the

maximum noninterference concentration for clevidipine butyrate was 0.013 3 mg:mL™". It was effective that bacterial endotoxin
was tested by tachypleus amebocyte lysate with the sensitivity of 0.06 EU-mL™" or higher sensitivity. CONCLUSION  This
method can be used in bacterial endotoxin test of clevidipine butyrate and can be applied to control its quality.

KEY WORDS: clevidipine butyrate; bacterial endotoxin; interference test
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Tab 1 Results of TAL sensitivity verification test

s - W3 ZEWE/EU-mL™ B
#IRFIS bR RAUE/EU-mL™ . REE A /EUmL™
2\ A 0.5\ 0.25 A paplil
1209101 0.125 +4+++ + 4+ + —— —— —— 0.125
11122312 0.125 ++++ ++ 4+ - —_—— - 0.125
1211081 0.06 +4+++ +4+++ —— _—— __ 0.06
12070312 0.06 +4+++ +4+++ +4+++ - - 0.03

e+ TR FLB B AN T B v s — — AT BRI BOY Bt I (2L 45) e A2 %
Note: + —gel forms and does not deform or slide when inversion; — —not to form gel or gel forms but deforms when inversion
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Tab 3 Results of formal interference test for 4% ethanol solution
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Tab 2 Results of preliminary interference test for ethanol
solution

LT Y%
=P R A NC PC
15 10 7.5 5 3

1209101 2 NPC —— —— —— __ __  __ 4+
Y

PPC —-—- —— +—- ++ ++ ——= ++

11122312 4/ NPC —— —— —— —— _—— __ 4+

e PPC —— —— —— ++ ++ —— ++

e+ IR LR AN T B s — R I B Bk
JRAE f51) e A )

Note: +—gel forms and does not deform or slide when inversion; — —not
to form gel or gel forms but deforms when inversion
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Tab 4 Results of preliminary interference test for clevidipine
butyrate
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Tab 5 Results of formal interference test for clevidipine butyrate
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Tab 6 Results of bacterial endotoxin test for clevidipine

butyrate
2 A P NPC PPC PC NC
1211081 121110 -— ++ ++ __
121122 - ++ 4+ _
121205 - 4 . __
12070312 121110 -— ++ + 4+ __
121122 —-— ++ ++ __
121205 __ et i+ o
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Note: + —gel forms and does not deform or slide when inversion; — —not
to form gel or gel forms but deforms when inversion
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