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HPLC A TRMARMKERHERUE

BEAL,F 2, BER(LETHSKKER, LiE 200233)

BWE BM:. 22T A2 EBHKRAKESEE ZM HPLC M E F %k, Fik: &% 4. £ A Lichrospher C, 4
(250mm x4.0mm,5pm) , ¥4 0.02mol/L B8 = §.47 ( A A AKX EZ R T pH1EH 5.0)-ZH (75 : 25) AR
#hAg, 4wk K 225nm. R Sk B ARA A 20.00 ~200.0pg/mL EE A LR FERME,r=0.999 9, F 3 ho#
WA A 100.4% (RSD =0.3% ). Bh A H AR P EH#K 2000 FR=F. KEHRBRTRETEHHH
FH KB LEASE, B ZEHTEH METH,EATRALOBRAKRERINE R REG RIS
XER ALOHAKRE;JXRMEE K E A
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Determination of dissolution of cloxacillin sodium capsule by HPLC
YANG Hui-yuan,LE Jian,CHEN Gui-liang( Shanghai Institute for Drug Control ,Shanghai 200233, China)

ABSTRACT Objective: To establish a method for determine the dissolution of cloxacillin sodium capsule. Methods . Separations
were performed on a Lichrospher C; ( octadecyl silicane) column, using 0.02mol/L KH, PO, solution( adjust to pH 5.0 with 8N sodi-
um hydroxide ) -acetonitrile(75:25) as the mobile phase, the detection wavelength was 225nm. Result; The method showed the good
linearity within the concentration range of 20.00 ~200. Opg/mL (r =0.999 9) in assay. The average recovery was 100.4% ( RSD = 0.
3% ). The method of dissolution complies with Chinese pharmacopeia( Vol II ,2000). Conclusion : The method is accurate and simple,
and snitable for the quality control of dissolution of cloxacillin sodium capsule.

KEY WORDS cloxacillin sodinm; HPLC ; dissolution
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B EFTH AR HPLC
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2.4 &M B R 20.00 ~200. Opg/mL [ 4f B8
MRVE R B R A SRR IR C X mEFR A
BHITRMER T, R FERN A =32.331 xC +
29.773,r = 0. 999 9, # B & Mk F§ K 7E 20. 00 ~
200. Opg/mL TUE Y 52 R AR
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BESEHERE 6 K, FHWEE R K 3 286.3,RSD K
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1 75 [ Bk 7 4.0 x125mm Li(-hrospher® 100 RP -18¢ 5pm 3 307 4.17 1.82
2 A 4= TOSOH 4.6 x 150mm TSK ~ Gel ODS - 80TM Spm 5171 4.63 [.97
3 EERE 4.0 x 250mm Lichrl)spher® 160 RP - 18e Spm 6 336 4.92 1.24
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o Lo SR BEE (CHP Jy i) % B % 43 0 0t BE o U7
4. 3 2.
8.0 12509 SEMNESREEW .
12.0 3 257.0 0.3
16.0 3 246.3 £4 EMEHZEWELRILR
18.0 3262.9 — — —
200 3 260.3 %3 RTHENE (%) A %I IBE (% ) HPLC B (%)
T4 3 250.9 1 96.6 103.8 81.3
— 2 101.0 108. 5 86.0
3 T‘T"Lﬁ 3 100.0 107.4 86.2
4 101.8 109.3 90.6
B 5 MR [ 25 8 2000 R IR AT LK 5 101.4 109.0 87.0
-y N RN < 6 100.7 108.2 86.1
FERIUAHMBGE R, 43K H B 0. Img/mL(#%
X3 SUAKRDKEXREGRE
S WEHR(Gs) BERFR(H K (pe/m)  MEEETKE (pe/ml) WEKE (pg/ml) EEE(%) FH(%) RSD(%)
1 0.008 2 0.162 4 64.96 59.49 60.11 101.0
2 0.010 2 0.169 7 67.88 62.16 61.94 99.6
3 0.009 2 0.164 5 65. 80 60. 26 60.13 99.8
4 0.010 8 0.2412 96.48 88. 36 88.22 99.8
5 0.009 3 0.2489 99.56 91.18 92.29 101.2 100.2 0.6
6 0.009 8 0.2419 96.76 88.61 88.53 99.9
7 0.0110 0.3259 130. 36 119.38 119.40 100.0
8 0.007 6 0.328 7 131.48 120. 41 120.33 99.9
9 ¢.008 3 0.3273 130.92 119.90 120.11 100.2
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