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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

T+ —TERUBE R HLB A B A AT BRI ¥ s — — R T BB sl Rt
JRAEL 3] 4 A2 T

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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B2 F)2A | R AR 1) B S NS T AR
R H (5] 24 20104 iiw — 30 B 5% XTE “ 40 i
TR AL MM S XIX M “A0 27 24 Sy 56 7 4 4
PERS vk N F 48 5 J5U) 7 DL R T IR S A 1P (1 1

PRSEBR  FHAR O, 0 12t A0 T P 2 3 R 2 B
fti N 4.7 EU-mg™ o H B 117 8 % 3 77 A 0 3 1
0.5~0.03 EU'mL™", AR MYD=CXL/A, WA
I TR S A b T 0T N (1) e KA RO R A oy
W94, 188, 376, 752, 15044%. T4tk 4h R
LW, FEARSERSATTS, T RS M~ 4H R A
B3 A I A B KA TR E 40,013 3 mg-mL™' (F
G BN 7504%), HonT R R 8% 0.06 EU-mL™' &
DL E () 2 il A A i AT A TR N R A A . AR
TR 25 SR R S B B AR O, T TR S 4t Hh
PANTE N TR R A VAR ORISR, $5
mg A f I 60% & B % 5.0 mL ¥ LB % AR )
406 N 1 = A & KRR 156, ikt & (b [
220104/ FE MY SR XIE), %F1 mg | 2 S 4k b
SR N R RN <4.7 EU. AR50 55 1) i &
PR AT FH T T R S 4 T JEORL ) 40 R N B R
7, EHIHRE.
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Simultaneous Determination of Two Constituents in Ezetimibe and Simvastatin Tablets by HPLC

YU Xin, ZHOU Zenghui, YUAN Huiya, QU Kankan, BI Kaishun, CHEN Xiaohui*(Shenyang Pharmaceutical
University, Shenyang 110016, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for simultaneous determination of ezetimibe and simvastatin in
ezetimibe and simvastatin tablets. METHODS The chromatographic separation was achieved on a Phenomenex Luna Phenyl
Hexyl column(4.6 mmx150 mm, 5 pm) with acetonitrile-0.02 mol-L™' sodium dihydrogen phosphate (pH 4.5) as mobile phase,

'. The detective wavelength was 231 nn and the temperature of column was 30 C.

gradient elution, at the flow rate of 1.0 mL-min~
RESULTS The calibration curves of ezetimibe and simvastatin were linear in the range of 10.0-100.0 pg'mL™'(+=0.999 8),
20.0-200.0 pg'mL™'(7=0.999 9), respectively. The average recoveries of ezetimibe and simvastatin were 99.5%, RSD=1.3%(n=9)

and 99.8%, RSD=0.9%(n=9), respectively. CONCLUSION The method is simple, reliable and accurate for simultaneous

determination of ezetimibe and simvastatin in ezetimibe and simvastatin tablets.

KEY WORDS: ezetimibe; simvastatin; HPLC; determination
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Fig1 HPLC chromatograms

A-blank solution; B—standard solution; C—sample solution; 1—ezetimibe;
2—simvastatin
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Tab 1 Results of recovery tests(n=9)
MM/ NASfE/ F¥gE RSD/
415 ug‘me,l “’;;fl e RS
& i) 40.5 40.3 99.5
39.9 40.0 100.3
40.3 39.6 98.3
49.8 50.4 101.2
50.9 50.1 98.4 99.5 1.3
50.5 50.1 99.2
60.4 59.9 99.2
60.6 59.6 98.3
59.2 60.1 101.5
FARAIT 79.1 80.2 101.4
80.0 79.3 99.1
79.4 79.3 99.9
100.2 100.9 100.7
100.0 99.6 99.6 99.8 0.9
100.5 99.1 98.6
120.1 119.6 99.6
119.8 119.9 100.1
120.4 119.4 99.2
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1.1%, HIE¥s% % RSD 43904 1.4%, 0.8%, 1.0%.
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2, 4, 6, ShREFEAHT, SRR, THEARITE
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x2 HEREENEER®N=3)
Tab 2 Results of sample determination(n=3)

. WA FARABYT
ek
B/ Y% RSD/% T % RSD/%
20120826 99.7 1.45 100.5 0.98
20120828 99.6 1.44 100.1 1.73
20120830 99.6 1.65 100.9 1.15
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