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Study on the Preparation Technology of Nifedipine Chewable Tablets
GUO Liu-cheng"*, DU Li-yue"?, WANG Fei'"’(1.Luohe Medical College, Henan Luohe 462002, China;2.Luohe
Key Laboratory of Medical Bioengineering, Henan Luohe 462002, China)

ABSTRACT OBIJECTIVE: To prepare the Nifedipine chewable tablets. METHODS: The single factor test was used to optimize
the fillers, flavoring agents, lubricants, disintegrating agents and adhesives; with appearance, taste, weight difference, hardness,
friability and disintegration time as indexes, the orthogonal test was used to optimize the amount of fillers (mannitol-sucrose), fla-
voring agents (aspartame) , lubricants (magnesium stearate) and disintegrating agents (crosslinking polyvingypyrrolidone) ; and the
pilot scale test was used to verify the preparation process of semi-works production. RESULTS: The optimized technology of Nife-
dipine chewable tablets (1 000 tablets) was as follows: nifedipine 5.0 g, mannitol 106.7 g, sucrose 53.3 g, pregelatinized starch
26 g, aspartame 2.0 g, appropriate amount of aqueous solution of polyvinyl pyrrolidone 2% , citrus flavor 0.3% , cross-linked povi-
done 3.0% , magnesium stearate 1.0% ; the appearance, taste, weight variation, friability, hardness and disintegration time and oth-
er quality indicators were in line with the Chinese Pharmacopeia (2010 edition). CONCLUSIONS: The preparation technology of
Nifedipine chewable tablets is reasonable and feasible.

KEYWORDS Nifedipine; Chewable tablets; Single factor test; Orthogonal test
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1 1 1 | 1 1690
2 1 2 2 2 1880
3 1 3 3 3 18.10
4 2 | ) 3 2750
5 2 2 3 | 2820
6 2 3 | 2 19.60
7 3 | 3 2 2790
8 3 2 | 3 1720
9 3 3 2 | 2050
K 53.80 730 5370 65.60
K 7530 6420 66.80 6630
K 65.60 58.20 7420 6280
R 117 470 6.83 117
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Tab 4 Analysis of variance
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HFFo0i(2,2)=99;F5(2,2) =19

note: Fon(2,2)=99;F,5(2,2) =19
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Tab 5 Quality index of semi-works products
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