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Study on Formulation and Process of Fexofenadine HCI and Pseudoephedrine HCI Extended-Release
Tablets

HU Gongyun, PENG Junqing, YU Hui(Zhejiang Huahai Pharmaceuticals Co., Ltd., Linhai 317024, China)

ABSTRACT: OBJECTIVE To develop the formulation and process of fexofenadine HCI and pseudoephedrine HCI extended-
release tablets. METHODS Using single factor and orthogonal experiment design to study formulation of fexofenadine HCI
layer and pseudoephedrine HCI layer, respectively. RESULTS The amount of disintegrant in the fexofenadine HCI layer, and
the amounts of HPMC and Carbomer in the pseudopehedrine HCI layer are the key factors which have influences on the quality
of tablets. The optimized formulation and process have been determined. CONCLUSION  The-quality of scale-up product
which manufactured as per to the process meets the specification.

KEY WORDS: fexofenadine HCI; pseudoephedrine HCl; HPMC matrix; bi-layer tablets; extended-release
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Tab 1 Formulation of fexofenadine hydrochloride layer
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Tab 2 Inspection factors and levels
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2 280 10 50% 2% 150.5
3 200 15 95% L. I% 103.4
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Tab 3 Evaluation table of friability
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Tab 4 Results for dissolution of Fexofenadine Hydrochloride (n=6, X +s)

N ¥ /min 5 10 15 20 30 45 VC i Fit i
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Tab 5 Results for dissolution of Pseudoephedrine
Hydrochloride(n=6, x*s)
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Tab 6 Lo(3*)Orthogonal design and results

BN
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1 360 5 K 320.1 80.0 3
2 360 10 50% 2 150.5 72.8 4
3 360 15 95% . 103.4 64.2 5
4 280 5 50% 2 103.4 37.3 2
5 280 10 95% L. 320.1 35.3 3
6 280 15 K 150.5 34.6 5
7 200 5 95% L. 150.5 28.8 3
8 200 10 K 103.4 29.0 4
9 200 15 50% 2 320.1 31.7 5
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