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Study on Preparation and Formulation Technology of Morphine Sulfate Oral Disintegrating Tablets

HU Lei"*,LIU Fang',DAI Qing',LIU Song-qing'(1.Dept. of Pharmacy, Southwest Hospital, Third Military Med-
ical University, Chongqing 400038, China;2.Dept. of Pharmacy, Chongqing Third People’s Hospital, Chong-
ging 400014, China)

ABSTRACT OBJECTIVE: To prepare Morphine sulfate oral disintegrating tablets, and to optimize its formulation technology.
METHODS: Morphine sulfate oral disintegrating tablet was prepared with direct compression process. The solidity of tablet, the
amount of magnesium stearate and the amount range of stevioside were screened with single factor test using disintegration time and
taste as index. The amounts of SMCC, CCMC-Na and stevioside were optimized by central composite design using disintegration
time as index. The preparation prepared by optimized formulation was validated. RESULTS: The optimal formulation (60 mg/tab-
let) was as follows: morphine sulfate 16.67% , SMCC 35.77% , CCMC-Na 8.94% , stevia glycosides 2.85% , magnesium stearate
1% , manmitol 34.77% . The prepared tablets were 3 kg in solidity, and disintegrated completely within 12 s, with desirable taste
and a little sweet. CONCLUSIONS: The preparation method is simple and feasible.

KEYWORDS Morphine sulfate oral disintegrating tablets; Direct compression process; Single factor test; Central composite design
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Tab 1 Factors and levels of central composite design
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Tab 2 Results of central composite design
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Fig 1 Response surface plot of each factor to disintegrating

time
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Fig 2 Contour plot of each factor to disintegrating time
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Formulation Process Optimization and Identification of Levodropropizine #-cyclodextrin Inclusion Compound
ZHAO Shan"*, WANG Hui-juan”’, LIN Bing"*, ZHUANG Xue-liang', ZHOU Ying" *(1.College of Pharmacy,
Guizhou University, Guiyang 550025, China; 2.Guizhou TCM and Ethnic Medicine Engineering Center, Gui-
yang 550025, China)

ABSTRACT OBJECTIVE: To optimize the formulation process of Levodropropizine f-cyclodextrin(5-CD) inclusion compound,
and to identify it. METHODS: The inclusion compound was prepared by saturated water solution method. The formulation process
of the compound was optimized by orthogonal design with yield and inclusion rate as index using mole ratio of levodropropizine to
p-CD, inclusion temperature and inclusion time as factors. The dissolution rate of prepared compound, Levodropropizine and S-CD
physical mixture and levodropropizine raw material were compared 5 min after dissolving. The inclusion compounds were identified
with differential thermal analysis (DTA) and X-ray diffraction (XRD). The taste of the compound was compared with that of physi-
cal mixture. RESULTS: The optimal formulation was as follows: mole ratio of levodropropizine to f-CD was 1:1; inclusion tem-
perature was 65 “C and inclusion time was 0.5 h. Average yield of inclusion compound was 95.3% and average inclusion rate was
82.3% . 5 min after dissolving, the dissolution rates of prepared compound, physical mixture and levodropropizine raw material
were 98.37% , 61.62% and 92.59% , respectively. Inclusion compound was confirmed to be formed by DTA and XRD. The bitter
taste of the compound decreased significantly, compared with physical mixture. CONCLUSIONS: Levodropropizine f-CD inclu-
sion compound is prepared successfully and can cover up the bitter taste of drugs.

KEYWORDS Levdropropizine f-cyclodextrin inclusion; Formulation process optimization; Identification; Saturated water solu-
tion method
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