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ABSTRACT: OBJECTIVE Pharmaceutical investigate for the scoring study based on valsartan tablets which were scored on
one side. METHODS Tablets splitting method of inspecting and loss of mass test, dissolution curve and friability test for
segmentation were researched. RESULTS Valsartan tablets scored on one side could be splitted easily, the loss of mass was
less than 0.16%. Dissolution curve of segmentation was smilar with the whole tablet. Result of friability could be met the
criterion of Ch.P. CONCLUSION Tablet segments of valsartan tablets which scored on one side can be spiltted uniformly
and released normally. The score benefits the clinical dose adjustments.

KEY WORDS: valsartan tablets; splitting test; scoring study
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fit5: B5134), 4 A TZIR: Hvb xR
a (WA 2D I A IR AR, 4. 99.7%, #it
F: 201307-30).
2 HES%ER
2.1 WP B AT AT

B Aexdyb R A UAS 2 DL K 5 R P Diovan
(I AN A EEAT X LR B SR Diovan N # (5 1 %
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ZPRAL P R 4.14 mm. RIZPRZ)E 0.76 mm, K
5.62 mm. 4V HH RO CIETE A, B R 2R,
WY 5.60 mm, FJEZ) 5.14 mm, ZJRAHEL
440 mm. BIZIRZ)E 0.74 mm, & 5.60 mm. %
YW R 5 E 5 Diovan 7N WAHAL, Z19R R SFAHI
ZIRJEE 5 R R 15% 4, ZIREHAR

Rtk — 20 2% 8 ZIR SV I oy B T AT
P, W5#H 2% FDA ZIJRT5 T i W (Guidance for
Industry Tablet Scoring: Nomenclature, Labeling,
and Data for Evaluation)”, BEHLZEH 15 Fr4ivbiH
RATHLE ., AL EE W, WPZRL
FHERH Y Gl kAL EE Wy, W, 3t
30 A EHE . 1% Lossy=[Wy—(Wy1+Wnio)l/ Wy X
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PRI IV 2 B 7 Ao 2k B 22 e R gt e X
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Tab. 1 Loss of mass for splitting valsartan tablets(n=15,
xXts)

NETTE W/mg Wh/mg Wh.o/mg Loss/%

T 340.1£2.5  170.3+4.7 169.8+5.0 0.05+0.04(0.00~0.16)

YIZiJ]  3402+1.6 172.1#5.7 168.1+5.2 0.02+0.02(0.00~0.05)
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Tab. 2 Dissolution curves(n=6, X ts)

i /i GRYPH Ay GRVbHE JERT
) min . . -
/% /% A%
5 50.3+4.3 42.7+1.9 39.1+4.2
10 64.8+2.5 59.8+1.0 60.6+3.3
15 74.3+4.0 71.7+2.4 74.3+2.6
20 80.7+5.3 79.3+1.4 82.6+2.3
30 88.0+4.0 87.7+2.3 92.842.8
45 95.0+3.8 93.545.1 97.6+2.7
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Research on the Correlation Between the Dissolution Change of Sulpiride Tablet and Its Material

JIANG Linbo(Guangdong P.D. Pharmaceutical Co., Ltd., Kaiping 529331, China)

ABSTRACT: OBJECTIVE Through the research on the correlation between the dissolution change of sulpiride tablet and its
material, to pinpoint the causes of the dissolution decrease in the sulpiride tablets. METHODS The 3 batches of sulpiride that
had been used to the research were recrystallized by 50% alcohol, to compare the melting range before and after crystallization,
and to confirm whether there are differences between each batch of materials. RESULTS  After recrystallization, for all batches,
the contents of sulpiride were remain basically unchanged, but the batch pertaining to the dissolution change, melting range had
shortened from 2.3 ‘C to 0.5 ‘C. The results showed that the 3 batches of sulpiride were different. CONCLUSION Based on
the test results and related literatures analysis, researchers came to the conclusion that polymorphism might exist in sulpiride.
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