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Comparative study on the quality of generic and original compound valsartan
and amlodipine besylate tablets
ZHAO Xin,NI Wei,SONG Fanfan, HUANG Y afei
Author Affiliation:Department of Pharmacy, Nanjing Lishut People's Hospital, Nanjing, Jiangsu 211200, China

Abstract: Objective To evaluate the quality of generic and original valsartan and amlodipine besylate tablets by measuring the
hardness, disintegration time limited, dissolution and in vitro dissolution profiles.Methods The hardness, disintegration time limited,
and dissolution of generic and original valsartan and amlodipine besylate tablets were determined respectively from October 2020 to
February 2022. And the f, similarity factor method was used to compare the dissolution similarity of the two formulations in pH 1.2 hy-
drochloric acid solution, pH 4.5 acetate buffer and pH 6.8 phosphate buffer, respectively.Results The hardness of generic and origi-
nal valsartan and amlodipine besylate tablets was slightly different, and the disintegration time limited was basically similar. The disso-
lution of both valsartan and amlodipine besylate reached more than 80 % within 30 minutes in pH 6.8 phosphate buffer. The f, similari-
ty factor of the dissolution profiles of the two formulations in the three dissolution media were all greater than 80, indicating high in vi-
tro dissolution similarity. Conclusion The generic and original valsartan and amlodipine besylate tablets have good similarity in the
three dissolution media, and it can provide reference for the quality consistency evaluation of valsartan and amlodipine besylate tablets.

Key words: Antihypertensive agents; Biosimilar pharmaceuticals; Valsartan and amlodipine besylate tablets; Hardness; Dis-

integration time limited; Dissolution rate; Dissolution profile; ~ Similarity
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