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Comparison of HPLC and Bioassay Method for Content Determination of Salmon Calcitonin Enteric-coat-

ed Capsules
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0., Ltd., Urumgqi 830011, China;2.College of Pharmacy, China Pharmaceutical University, Nanjing 210009,

China)

ABSTRACT OBIJECTIVE: To adopt HPLC method to determine the content of calcitonin in Salmon calcitonin enteric-coated cap-
sule, and to compare with the results of biological assay. METHODS: Hypersil ODS2 C;s column was used with mobile phase con-
sisted of 0.4% tetramethylammonium hydroxide (pH 3.8)-acetonitrile (334:166, V/V) at the flow rate of 1 ml/min. The detection
wavelength was set at 220 nm. The bioassay referred to related method stated in Chinese Pharmacopoeia. RESULTS: In HPLC as-
say, the linear range of calcitonin were 5-200 ug/ml (=0.999 3) without inference from excipients. RSD of precision test was low-
er than 5% , and average recovery was 96.5%. Result of content determination was 99.96% . FL of biological assay was 28.84% ,
which was in line with the standard (<<45% ); but content determination result was 111.62% , which was associated with acceler-
ant in the preparation. CONCLUSIONS: Compared with bioassay, HPLC assay for determining the content of calcitonin in Salmon
calcitonin enteric-coated capsule is simple, low-cost, reproducible and reliable in results.
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A. substance control; B. substance control destroyed at 75 °C for 15 h;

C. blank excipients
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Tab 1 Results of recovery test(n=3)
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60 60.41.,59.54.59.52 59.82 99.7(0.8)
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90 86.49.,86.45.89.39 87.45 97.2(1.9)

2.6 HMAENESER
ER [ e e R 5 2R i 8 JEC M R ik 3 003 45 20 6L, K L3R )
IS RS % PR 30 mg, IR ZAH 4 mliEf# , L 0.45 pm i fL
DEMEES , B 20 plFERE , IC SR T AR, MR A T SRR E5 3R Y
L AR AR 2,
R2 HPLCEMEHMEIBLER
Tab 2 Content determination of sample by HPLC

Eiines P bR, % S, 9% RSD, %
1 101.20
20130601 2 99.47 99.96 1.08
3 99.20
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®3 BESRMFE-RNXR(n=5)

Tab 3 The dose-effect relationship of salmon calcitonin

(n=5)
¢, mlU/ml lgc A5 (E
1 0.00 1.0347
5 0.70 0.962 3
10 1.00 0.950 4
20 1.30 0.936 6
50 1.70 0.906 9
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Tab 4 Four-point double-cross bioassay results of sample
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