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Preparation and quality control of trim ebutine maleate dispersible tablets

WANG Ling-jie (Shengzhou Matemity and Child Care Hospital, Shengzhou 312400, China)

ABSTRACT: OBJECTIVE To prepare dispersal tablets of trimebutine maleate and set up their quality controls. METHODS The
concentration of trimebutine maleate was detem ined by UV spectro-photometry and the relative substances were detem ined by HPLC
method; The optim ized technique was obtained by changing various factors, and all the inspection-of the tablet about dispersal unifom
ty, disintegration time-lim it and dissolution were made according to Chinese Phamacopoeia. RESULTS An optimal formula was: tri-
mebutine maleate 100g, PVPP 80g, microcrystalline cellulose 100g, Aspartam 1.0 g, magnesium stearate 0.5 g, mandarin flavour Q.
S.,8% starch slurty (1% sodium lauryl sulfate) , and 1000 tablets were prepared. CONCLUSION The tablet weightvariation, dis-

solution and disintegration time of the optim ized tablet comply with Chinese phamacopoeia, and the detection of relative substances and

contents also follow the quality criteria of clinical drugs.
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EERAHE S 07040617 FUKS R 0.1 g); D RER
FATVT A FES (AU B 0.1 o) BT Stk
W& e ( PVPP, 5 [E BASF Aktiengse llschaft) ;B ) ELFH (35 [
NutraSwee t2A 7] ) ;i £ 4 28 (L 25 FBORH ) Tl i g %
CREHIZT ) B FER (24375 , LIGHHERT Hih).
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2.1 HhokmR il SEAT VT i E

2.1.1 FRUERZR R BRI SRR M SE AT VT X R 20 mg,
B 100 mLEMF 0 0.01 mole L 'MW MR IR
B BB AR I 1,2,3,4,5,6,7,8,9 mL, & 50
mLEJEH 0 0.01 mole L '$EEMRER B ZE B4 Bk
FEEEVL FELL 0.01 mole L' ERFRVE W 0 AW L ZE 267 nm
B R AR I 5 RS, A - CIRIHBIS FRAEMZR © A =0.022C
+0.018, r=0.999 9,45 R WIRIE 40 g= mL "JEH A LK
AL,

2.1.2 PRI 5 H 80 mgZCHk PVP, 120 mgfil ks
Y 10 megMIBTa] EF, 1 W R ERIRSIE RIS AW
BRI AR 40 mg® 100 mLEJHF 0 0.01 mols L'
EREW B IRG 15 min, HEBRZIE AF N2 AR
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Tab 1 Detem ination results of the recovery

Number NN /mg Bl /% RSD /%

1 0.806 100. 40 0.15
2 0.907 99.76 0.13
3 1.010 100. 20 0.21
4 1.110 100.10 0.19
5 1.210 99.91 0.20
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Tab 2 Selected factors of trimebutine maleate dispersible tablet
B C
A D
Bl 75 F ,
PVPP /mg 7 ' Rt
/1.0 mg /0.5 mg
1 40 fof ] £ FHRFER 8%IEMH (1% SLS)
2 80 RS Bh K T4k 8% CMC-Na
3 120 [IEERIN THEEN 5% PVPHEEW

R A T B F A4 100 mg
Note: The amounts in one tablet are listed containing trimebutine maleate
100 mg
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Tab 3 Fomula of trimebutine maleate dispersible tablet

TR AT YE R /mg

D

1 120
2 120
3 120
3 100
1 100
2 100
2 80
3 80
80
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Note: Microctystalline cellulose is for modulating the same tablet weight of

different fomula
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Tab4 Selected results of trinebutine maleate dispersible tab-

lets

W5 TR kg hEESR R /min M ECTE R
1 3.6 -3.8~6.3% 3.2%0.5 7 Tl
2 3.7 -3.2~4.0% 3.6 £0.3 % (e
3 3.8 -3.6~-4.2% 3.6 0.3 R 1
4 3.4 -3.1 ~4.8% 1.5%0.2 R 1l
5 3.5 - 4.2~4.4% 1.5%0.1 RuF Bl
6 3.6 -2.6~4.3% 1.5 %0.1 RuF bl
7 2.8 -6.1~6.4% 1.5%0.3 RuF Bl
8 2.7 -6.2~6.5% 1.5 %0.3 RUF - Bl
9 2.7 -6.3~5.9% 1.5%0.2 RuF Gl
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M4 5,15,20,30, 45, 60F1 90 m in, VT 545 B[] 551 119 SRAR I
= OER g W 1, b YT E R E R 5 moin b AU
Ho54.33% 0 EC W H 92.52% BB TR A (P <
0.01).

Chin JMAP, 2008 April, Vol. 25 No. 2 e 129



120

100 Tk ¥

HH
M
i

80
60

/%

40
20

0 20 40 60 80 100
t/min
—— S — Bk
1 SRR S AT VT 70 WO 50l B A R FR VA it 4 LR AL
Fig 1 Comparison of trimebutine maleate dispersible tablets
with ordinary tablets on sale
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