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Preparation and Quality Study of Lamotrigine Dispersible Tablets
LIU Bao-mei, LI Wei-gang(Rizhao Hospital of TCM of Shandong Province, Shandong Rizhao 276800, China)

ABSTRACT OBIJECTIVE: To prepare Lamotrigine dispersible tablets, and to evaluate the quality of it. METHODS: Lamotrigi-
ne dispersible tablets were prepared with wet granulation. The formulation was optimized by orthogonal design using disintegration
time as index with the amount of calcium carbonate (A), L-HPC (B), sodium starch glycolate (C) and mass fraction of povidone
K30 (D) as factors. The disintegration time of 3 batches of tablets in optimized formulation was investigated, and in vitro dissolu-
tion of the tablets within 45 min was determined and compared with that of medicine on the market (Beidelin). The influencing fac-
tors (high temperature, high light and high moisture) were investigated as well. RESULTS: A, B and C were 25.75, 8.75, 3.5
mg, respectively; D was 1.0% . Mean disintegration time of 3 batches of samples were 23.8, 22.5, 22.2 s. The dissolution of the
tablets was over 90% within 45 min in vitro. The dissolution behavior of the tablets was similar to that of Beidelin (£,>50). In
high temperature test, related substance was increased slightly, but other index were stable 5 d and 10 d later. CONCLUSIONS:
The technology is reliable, the tablets were stable.
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Tab 1 Results of initial screening of the formulations

W5 mg
A 1 2 3 4 5 6
TRIRES 2375 2375 2375 2375 2475 2575
il ] BT 75 75 75 75 75 75
L-HPC 625 625 525 8.75 6.25 6.25
TERREE 3 3 3 3 2 1
1.5%R4Efi K30 0.75
0.5% R 4ER K30 0.25 0.25 0.25 0.25 0.25
BRI ILTER 25 25 35 25 25
T MR EE 0.6 0.6 0.6 0.6 0.6 0.6
[ AT 51 43 47 27 35 39
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Tab 2 Factors and levels

KFE ik
A,mg B,mg C,mg D, %
1 25.75 425 1.5 0.5
2 23.75 6.25 2.5 1.0
3 21.25 8.75 35 1.5
F3 EXRBLER
Tab 3 Results of orthogonal tests
RIS A B C D JRARIR], s
1 1 1 1 1 76
2 1 2 2 2 35
3 1 3 3 3 24
4 2 1 2 3 74
5 2 2 3 1 40
6 2 3 1 2 35
7 3 1 3 2 56
8 3 2 1 3 49
9 3 3 2 1 37
K 45.00 68.67 53.33 51.00
K 49.67 4133 48.67 42.00
K 4733 32.00 40.00 49.00
R 4.67 36.67 13.33 9.00
1 2 12 3 25 SR, 45 D81 2608 43O 8 A ) 4 2
HB>C>D>A,

N T B2 FABT b 4 T4 N IR A A A Hf
IESGRI A R A TTr 220087 AR WA 4
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Tab 4 Results of variance analysis

HEKE  FAM FI ¥y F P
A 32.667 2 16.334 1.00 >0.05
B 2 178.667 2 1089.334 66.69 <0.05
C 274.667 2 137.333 5 8.41 >0.05
D 134.000 2 67 4.10 >0.05
KA 2 620.001 8

Fos(2,2)=19.00, Fy0,(2,2)=99.00
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Tab 5 Results of disintegration time in 3 batches of samples
(s)
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Fig1 Dissolution curve in vitro of samples within 45 min
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Comparison of the Dissolution of Irbesartan Tablets from Different Domestic and Foreign Factories in Differ-
ent Mediums

JIA Meng-liang', YANG Hong-ying', JIA Yu-yan’, XIE Shou-xia', LIAN Hong-xin', WANG Yu'( 1.Shenzhen People’s
Hospital/The Second Clinical Medical College of Jinan University, Guangdong Shenzhen 518020, China;2.Qing-
zhou Invalides Hospital of Shandong Province, Shandong Qingzhou 262500, China)

ABSTRACT OBJECTIVE: To compare the dissolution of Irbesartan tablets from 3 domestic factories and 1 foreign original prod-
uct in 4 different mediums. METHODS: The dissolution rates of samples were determined by paddle method, and HPLC method
was adopted for quantitative analysis. The dissolution profiles of Irbesartan tablets from 4 different factories in 4 different mediums
(pH 1.2 hydrochloric acid solution, pH 4.0 acetate buffer, pH 6.8 phosphate buffer and water) were made, and the similarity was
investigated according to the f; factors method. RESULTS: Compared with original products, the tablets from 3 domestic factories
were dissolved similarly in pH 1.2 hydrochloric acid solution with £2.>50; the f; of the tablets from factory B in pH 6.8 phosphate
buffer, factory C in pH 4.0 acetate buffer and water, factory D drugs in water were all lower than 50. CONCLUSIONS: There are
significant differences in the dissolution profiles of Irbesartan tablets from domestic and foreign factories in different mediums. It is
necessary to strengthen monitoring of drug dissolution profiles in different mediums, to ensure homogeneity and stability of the
quality of the same product from different manufacturers.

KEY WORDS Irbesartan tablets; Dissolution profiles; Similarity factors; HPLC
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