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Content Determination of Azithromycin Granules ( [I) by RP-HPLC
XU Ling-xiao(Quzhou Institute for Food and Drug Control, Zhejiang Quzhou 324002, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of Azithromycin granules ( I ). METHODS:
RP-HPLC was adopted. The determination was performed on Agilent ZORBAX Extend-Cis column with mobile phase consisted of

phosphate buffer solution (0.05 mol/L dipotassium hydrogen phosphate solution, adjusting pH to 8.2 with 20% phosphoric ac-

id) -acetonitrile (45:55, V/V) at the flow rate of 1.0 ml/min. The detection wavelength was set at 210 nm and the column tempera-
ture was 30 °C. The sample size was 20 pl. RESULTS: The linear range of azithromycin was 0.259-2.586 mg/ml (»=0.999 8) with
an average recovery of 100.2% (RSD=0.5%, n=9). CONCLUSIONS: The method is simple, rapid and accurate for quality con-

trol of the preparation.
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Fig 1 HPLC chromatograms
A. substance control; B. test sample; C. negative control; 1. azithro-
mycin
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F1 MERKZEIRELER (n=9)
Tab 1 Results of recovery tests(n=9)

P, AR, DARRE, BRI, CEIEAERDLEE, RSD,
mg mg mg % % %
5.231 4.154 9.357 99.7
5.231 4.154 9.386 100.0
5.231 4.154 9.423 100.4
5.231 5.192 10.439 100.2
5.231 5.192 10.454 100.3 100.2 0.5
5.231 5.192 10.538 101.1
5.231 6.230 11.415 99.6
5.231 6.230 11.436 99.8
5.231 6.230 11.541 100.7

K2 HREENEER(n=2)
Tab 2 Results of content determination of samples(n=2)

FE S RP-HPLC ¥, % PUER MY EY, %
20120103 99.7 101.7
612031094 100.1 99.1
612071060 98.9 98.0
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Content Determination of Promethazine Hydrochloride in Compound Kendir Leaves Tablets 1 by HPLC
WU Fang-hua', ZENG Qing-wei', HUANG Yu-chang', CHEN Zhen-rong”(1.Heyuan Institute for Food and Drug
Control, Guangdong Heyuan 517000, China; 2.Guangdong Medical College, Guangdong Dongguan 523808,
China)

ABSTRACT OBJECTIVE: To establish the method for the content determination of promethazine hydrochloride in Compound
kendir leaves tablets I . METHODS: HPLC method was adopted. The determination was performed on Thermo Cis column with mo-
bile phase consisted of acetonitrile-methanol-water-glacial acetic acid (49:23:28:1, V/V/V/V, containing lauryl sodium sulfate 0.41
g in 100 ml) at the flow rate of 1.0 ml/min. The detection wavelength was set at 254 nm, and column temperature was 40 “C. The
sample volume was 10 pl. RESULTS: The linear range of promethazine hydrochloride were 0.001 978-0.197 8 mg/ml (»=0.999 9);
RSD of precision, stability and reproducibility tests were all lower than 1.0% ; average recovery rate was 99.57% (RSD=0.48% ,
n=9). CONCLUSIONS: The method is simple, accurate and specific, and suitable for the content determination of promethazine
hydrochloride in Compound kendir leaves tablets I .

KEY WORDS Compound kendir leaves tablets I ; Promethazine hydrochloride; HPLC; Content determination
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