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Simultaneous Determination of Ephedrine Hydrochloride and Methyl Salicylate in Compound Methyl Salic-
ylate Ointment by Dual Wave-length HPLC

SHI Zheng-yuan', ZENG Wei-xin', YANG Li*, BEI Lei*, SUN Lu-lu' (1.Dept. of Pharmacy, Beijing Shijitan Hos-
pital, Capital Medical University, Beijing 100038, China; 2.Beijing Food and Drug Administration, Beijing
100038, China)

ABSTRACT OBJECTIVE: To establish the method for simultaneous determination of ephedrine hydrochloride and methyl salicy-
late in Compound methyl salicylate ointment. METHODS: HPLC method was adopted. The determination was performed on Agi-
lent ZORBAX SB-Cys column with mobile phase composed of acetonitrile-triethylamine phosphate solution (gradient elution) at the
flow rate of 1.0 ml/min. The sample size was 20 pl. The column temperature was room temperature. The detection wavelength was
set at 207 nm for ephedrine hydrochloride and 304 nm for methyl salicylate, respectively. RESULTS: The linear range of ephedrine
hydrochloride was 5.0-150.0 pg/ml (»=0.999 9) with an average recovery of 99.31% (RSD=0.99% ,n=3). The linear range of
methyl salicylate was 0.014 16-0.424 8 mg/ml (»=0.999 8) with an average recovery rate of 100.00% (RSD=1.12% ,n=3). RS-
Ds of precision, stability and reproducibility tests were <1.36% . CONCLUSIONS: The method is simple, accurate and reproduc-
ible, and can be used for the quality control of Compound methyl salicylate ointment.

KEYWORDS Compound methyl salicylate ointment; Ephedrine hydrochloride; Methyl salicylate; HPLC
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Tab 1 Gradient elution program

B8, min TIHIA L% B, %
0~7.00 85 15
7.01~13.00 20 80
13.01~15.00 85 15
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Fa B FRE N TCK SRR IR R 1 ml 24 7% SR PR 2
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Fig1l HPLC chromatograms
A.control solution (at 207 nm) ; B.control solution (at 304 nm) ; C.
negative control solution (at 207 nm) ; D. negative control solution (at
304 nm) ; E. test sample solution (at 207 nm) ; F.test sample solution (at
304 nm) ; L.ephedrine hydrochloride; 2. methyl salic- ylate
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x2 MEEKRRELER (n=3)
Tab 2 Results of recovery tests(n=3)

R CAEEmg AR, mg R, mg MM, @ FHMEERLE, % RSD, %
LRI 501 403 9.10 100.66 9931 099
502 405 897 9890
504 406 9.08 99.78
5.06 500 1005 99.01
501 507 9.86 97.82
503 511 998 98.42
507 612 1105 98.75
502 615 1125 100.72
508 607 1112 99.73
KT 1419 1135 254 98.83 100.00 112
1422 1134 2548 9.72
1427 1138 2555 99.61
1433 143 2898 101.48
14.19 1420 2865 100.92
1424 42 8% 10162
1436 1706 3099 98.62
140 1700 3093 99,07

1439 17.03 3146 100.15
29 HRmEENE
TR 3 AT Sl i, 4% “2.27 300 I vk A R R VA TR 6T
BRI FE 2.1 N S S R , 25 SR L 3
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B5-7K (39:61, V/V) , 7k % 0.8 ml/min, A& % 25 C, Mk K % 208 nm, # A2 F 4 20 pl, 25 R . 07 &8 T 2R E £ 96.3~
144.5 pg/ml 58 B A 5 kB ARR O E RIFERME A R (r=0999 7) ;4% B A8 £ L HiXE4 RSD<0.76% ; ¥ =k &
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Content Determination of Aspartame in Didanosine Chewable Tablets by HPLC
CHEN Wei, ZHONG Ping, ZHANG Jun-xia (Henan Province Institute for Food and Drug Control, Zhengzhou
450003, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of aspartame in Didanosine chewable tablets.
METHODS: HPLC method was adopted. The determination was performed on Diamonsil Cis column with mobile phase consisted
of methanol-water (39:61, V/V) at the flow rate of 0.8 ml/min. The column temperature was 25 °C, and detection wavelength was
set at 208 nm. The injection volume was 20 pl. RESULTS: The linear range of aspartame was 96.3-144.5 pg/ml(»=0.999 7) with
an average recovery of 98.8% (RSD=1.1% ,n=3). RSDs of precision, stability and reproducibility tests were all notmore than
0.76% . CONCLUSIONS: The method is convenient and accurate, and can be used for the content determination of aspartame in

Didanosine chewable tablets.

KEYWORDS Aspartame; Didanosine chewable tablets; HPLC; Content determination
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Tab 3 Results of content determination of samples (n=

3,%)
%] AR il
20140525 98.76 100.24
20140526 99.60 9.2
20140528 10031 10159
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