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(A)house standard; (B)bulk drug subatance;

(F)Brand D capusle; (G)Brand E capsule;
peaks: 1, cefadroxil; 2, dimethylphthalate

capsule;
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Figure 1. Typical chromatograms of cefadroxil preparation:
(C)Brand A capsule;

(D)Brand B capsule; (E)Brand C
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Table 1. Content uniformity of Cefadroxil in differ-

ent brands, expressed as % of label Claim. Table 2. Recovery of Cefadroxil from spiked sa-

mples.

Capsules No. A B C D E
1 96,9  98.9 103.3 102.5 103.7 Amount
9 102.8  100.6  97.2 101.4 106.6 added 20 30 40 Average

10: ' ﬂ ~ (mg)

3 102.9  95.4  97.0 103.0 105.9 Beor o of Recovery *
4 105.0  98.5 95.3 102.0 102.6
5 104.3  96.3 97.4 103.0 101.9 A 101.9 104.4 99.8 102.0
6 101.7 98.5 104.4 101.9  99.6 B 100.6 97.2 101.7  99.8
7 105.0 96.3  99.9 102.8 107.6 C 98.1 98.3 99.6  98.7
8 101.0  97.9 99.4 101.0 101.0 D 97.0 99. () 101.8 99.3
9 100.4 98.1 100.6 99.5 104.0 E 100.1 98.0 98.7 98.9
10 104.0  97.2 102.7 104.1 100.7
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Figure 2. Dissolution rates of cefadroxil in water at 37 C
Brand A(0), Brand B(®™), Brand C( * ) Brand D( * ) and Brand E( 4).
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Application of HPLC Method for Quality Control of Cefadroxil

SU-I CHOU AND SHU-CHENG YOU

National Laboratories of Foods and Drugs, Department of Health, Executive Yuan

ABSTRACT

Our previous studv has shown that HPLC
method 1s a suitable substitute for the microbio-
logical method for potency assays and stability
studies of cefadroxil preparations. The samples
were analysed on pu-Bondapak Cis column with a
mobile phase consisting of acetonitrile and phos-
phate buffer. The assay was also appled
successfully to five different commercial brands
and proved to be free of interference from ex-

Key words : Cefadroxil, quality, HPLC.
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cipients normally used in formulations. The con-
tents of unifomity and dissolution rates in dif-
ferent brands were performed. The results have
shown that this analytical method could be utili-
zed readily for routine quality control of ce-
fadroxil pharmaceuticals, since 1t offers a simple
system and short analytical time coupled with
reproducibility and accuracy.



