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Abstract: Objective
test of Prednisolone Sodium Phosphate Orally Disintegrating Tablets. Methods

To investigate the different coating weight gains on the particle size, in wvitro dissolution profile and disintegration
Prednisolone Sodium Phosphate Orally Disintegrating
Tablets with 20% ,30% ,40% and 50% coating weight gains were prepared respectively, the particle size distribution of the samples
was examined by 100 mesh sieve,80 mesh sieve, 60 mesh sieve,50 mesh sieve and 40 mesh sieve, and the samples with different
coating weight gains were distinguished by a phosphate buffer solution of pH 6. 8. The in wvitro dissolution profiles of the self — made
samples and the reference preparation were determined by the paddle method with water,pH1. 2 hydrochloric acid sodium chloride solu-
tion,pH4. 5 acetate buffer solution,pH6. 8 phosphate buffer as dissolution medium. Results When the coating weight gain was 40% ,the
particle size distribution and particle appearance of the self — made samples were consistent with the reference preparation,the dissolution
behavior was similar in the four mediums,and the disintegration performance was comparable. Conclusion The products developed in
this study with a good taste are consistent with the quality of the reference preparations,and can achieve industrial scale production to
make up for the domestic gap.

Key words: Prednisolone Sodium Phosphate Orally Disintegrating Tablets; coating weight gains; particle size distribution; dissolution pro-

files; disintegration test
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Tab. 1 Cumulative percentage of taste masking particles retained

by each screen( X = s,%)

BE OAHRE ARNMET% ARBTIN OREETH% BT 0%

<100 B 15.90+1.21 39.30+3.06 38.90+4.17 32.60+2.18 27.70+2.11
<808 36.80+2.08 73.40+4.11 70.50 +4.67 62.30+4.26 62.40+3.29
<608 73.80+5.44 91.70£5.95 90.20+5.26 85.60+4.17 86.00 £4.55
<508 99.20£6.17 99.10+7.22 98.70+8.11 97.90+5.46 97.806.29
<40 B 100.00+5.48 100.00+5.29 99.90+5.47 99.90+6.21 100.00 +5.94
>40 B 0.00£0.00 0.00£0.00 0.10£0.28 0.10£0.15  0.00+0.00

EAGBEA 50 B

Note:The drug —loading particles are sieved with 50 mesh sieve.
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Fig. 1 Cumulative particle size distribution of intermediates in each process

during preparation of drug-loading particles sieved with 50 mesh sieve
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A. Micrographs with transmissive mode(16 x 10)
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Fig. 3 Dissolution profiles of self —made samples with different

coating weight gains and reference preparation
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B. Micrographs with reflection mode(16 x 10)

Micromorphology of self - made sample powder and reference preparation powder
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Fig.4 Dissolution profiles of self - made samples and reference prepara-

tion in four dissolution mediums
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Tab.2 Comparison of in vitro disintegration time of different specifications of Prednisolone Sodium Phosphate Orally Disintegrating Tablets

WA (RN B AR AR

A At (s)

i hE) (mL) "y 1 2 3 4 5 6 Pl

30 mg : 570 mg 1.50 20171208T30 44 43 42 44 41 42 43+1.21
20180301730 43 44 45 42 42 43 43+1.17

20180302130 41 43 42 43 44 42 43£1.05

860669 52 50 49 51 51 52 51+1.17

15 mg : 285 mg 1.25 20171208T15 37 38 38 40 38 37 38£1.10
20180301T15 38 39 40 38 38 37 38+1.03

201803027115 38 36 37 37 38 38 37 £0. 82

370482 45 43 44 44 46 45 45£1.05

10 mg : 190 mg 1.25 20171208T10 34 35 36 33 35 34 35+1.05
20180301710 33 34 32 34 33 32 33 £0. 89

20180302710 35 33 32 33 34 33 33+1.03

370483 40 42 41 43 42 42 42£1.03
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A. 30 mg : 570 mg/ Orapred ODT® /860669  B. 30 mg: 570 mg/ A |5 /20171208T30
C. 15 mg : 285 mg/Orapred ODT® /370482  D. 15 mg: 285 mg/ B #|4£ 5% /20171208T15
E. 10 mg : 190 mg/Orapred ODT® /370483  F. 10 mg: 190 mg/ 8 %44 /20171208T10
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A. 30 mg : 570 mg/Orapred ODT® /860669  B. 30 mg: 570 mg/self — made samples /20171208T30
C. 15 mg : 285 mg/Orapred ODT® /370482  D. 15 mg : 285 mg/self — made samples/20171208T15
E. 10 mg: 190 mg/ Orapred ODT® /370483  F. 10 mg: 190 mg/self — made samples/20171208T10

Fig. 5 In vitro disintegration image of Prednisolone Sodium Phosphate Orally Disintegrating Tablets (specification/tablet/batch number)
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