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W E BN FERR] RBEERATARRGAE, 7k kA0 mE %k, &k A Diamonsil Cis, A 3h 484 ¥ BL-R-m9 &
vkl (75:24: 1, V/VIV), Fik 1.0 ml/min, ¥ 5% ¥ 4 254 nm, 438 4 23 °C, 3T 4 10 pl, 4R BEEFob b 2R L0k
JE B A 50~600 ng/ml(r=0.999 9) ;45 55 & A T E X IE ) RSD<1% ; mmAf el & 4 97.71% ~101.68% ,RSD=1.16%
(n=9), =) FAFHBEEFLRBIRHERESTHEI0mg/gh b, EEZFRK, &b 47 R R0 EH 5B EfELRE, EA
TFTREFLRERGEEMNE, IFRARRT] R0 T Y FomimintLi,

KEER BERFBR; SRR Gk SN T E AR T

Content Determination of Bifonazole Gel from Different Manufacturers by HPLC

QIAN Yanmei', WU Minglan’, ZHENG Jie' (1.The First Affiliated Hospital of Guangzhou University of Chinese
Medicine, Guangzhou 510405, China; 2.Guangzhou Baiyunshan Tianxin Pharmaceutical Co., Ltd., Guangzhou
510300, China)

ABSTRACT OBJECTIVE: To evaluate the quality of Bifonazole Gel from different manufacturers. METHODS: HPLC was per-
formed on the column of Diamonsil C;s with mobile phase of methanol - water - tetrahydrofuran (75:24: 1, V/V/V) at adlow rate of
1.0 ml/min, detection wavelength was 254 nm, column temperature was 23 “C, and the injection volume was» 10 pul. RESULTS:
The linear range of bifonazole was 50-600 pg/ml (#=0.999 9); RSDs of precision, stability and teproducibility teSts were lower
than 1% ; recovery was 97.71%-101.68% (RSD=1.16% ,n=9). The contents of Bifonazole gel samples from 3 manufacturers
were more than 10 mg/g, with little difference. CONCLUSIONS: The method iswsimple ‘and accurate ‘with good separation and re-
producibility, and suitable for the content determination of Bifonazole geld The'investigated contents of products from different man-

ufactures conform to relevant standards.

KEYWORDS Bifonazole gel; HPLC; Content determination ;, Commercially available products; Quality
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Fig1 HPLC chromatograms

A. reference substance; B. test sample; C. negative control; 1. bifonazole
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Tab 1 Results of recovery test(n=9)

Tk Fig Az, T, SRR FYMER RSD,
g i, mg mg mg % %, % %
02496 24971 20000 45157 100.93

02503 2504 1 2.0000 45377 101.68

02505 25061 2.0000 44603 97.71

02503 25041 25000 5.0418 10151

02504 25051 25000 50325 101.10 100.73 1.16
02505 25061 25000 5031 100.68

02501 25021 3.0000 55292 100.90

02499 25001 3.0000 55270 100.90

02507 25081 3.0000 55431 101.17
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Tab 2 Results of content determination of samples(n=3)
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B OE AWM. Z2SRMNNEEFREERERPRETR KWBRTE BEELERAS ST X, Fik: RAGERME LR, &
7% 42 % Thermo Hypersil BDS Cis, #3048 4 T Ff- K- vk 8582 (40:60:0.02, V/VIV) , ik A 1 ml/min, 40 3% & % 275 nm, 422 A
30 °C,#H T A0, LR KTER KW T E S A L BN R E R E LT E 5 5] 4 0.045 2~0.903 0,0.049 2~0.984 4,
0.046 4~0.927 0 mg/ml(+=0.999 9) ; #5 5% & A& M T MK 6 RSD<2% ; Ao @I 2 451 25 98.40% ~108.88 % .98.21 % ~
104.07% .96.83% ~107.09% ,RSD % #| 4 3.26% .1.87% .3.33% (n=9) ., % & ik HAL A A5 FWHEF, T8 T 5 s m
AT AR P R TR KR T B A RS,

KEEIR CRT B K BR T B B A0 s auRA Gk S E

Simultaneous Determination of 3 Effective Ingredients in Compound Thymol Solution by HPLC
CHEN Wei, YANG Jun, YANG Jincheng,ZHOU Haiyan, WANG Yu, LI Guohui(Dept. of Pharmacy, Cancer Hos-
pital, Chinese Academy of Medical Sciences, Beijing 100021, China)

ABSTRACT OBIJECTIVE: To establish amethod for simultancous determination ofbenzoic acid, methylis salicylas and thymol
in Compound thymol solution. METHODS : HPLC was performed on the column of Thermo Hypersil BDS Cis with the mobile phase
ofacetonitrile-water-acetic acid (40:60:0.02, V/V/V)at a flow rate of 1 ml/min, the detection wavelength was 275 nm, columfijtem-
perature was 30 °C, and injection volume was 10 pl. RESULTS: The linear range was 0.045 2-0.9030 mg/ml for<benzoic acid,
0.0492-0.9844 mg/ml for methylis salicylas and 0.046 4-0.927 0 mg/ml for thymol; RSDs of precision, stability and reproducibility
tests were lower than 2% ; recoveries were 98.40% -108.88% (RSD=3.26% ,n=9) , 98.21 % -102:0%% (RSD=1.87% ,n=9) and
96.83-107.09% (RSD=3.33% ,n=9) ,respectively. CONCLUSIONS : The method is simple, accurate’and specific,and accurately de-
termine the contents of benzoic acid, methylis salicylas and thymol in Compound thymol solution.

KEYWORDS Benzoic acid; Methylis salicylas; Thymol; HPLC; Content"determination
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