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We claim: 

1. An immediate release pharmaceutical composition on a total of 100% by weight 

comprises: 

a) from about 2 % to about 60 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole or a pharmaceutically acceptable salt 5 

thereof; 

b) from about 36 % to about 97 % diluent or total of two diluents; wherein the diluent 

is selected from the group consisting of microcrystalline cellulose, lactose 

monohydrate, dibasic calcium phosphate, lactose, lactose hydrate, lactose anhydrate, 

mannitol, starch and isomalt; 10 

c) from about 0.5 % to about  2 % lubricant; wherein the lubricant is magnesium 

stearate; 

d) from about 0.5 % to about 1 % glidant; wherein the glidant is colloidal silicon 

dioxide; e) 0 % to about 10 % binder; wherein the binder is selected from group 

consisting of povidone or hydroxypropyl methylcellulose; 15 

f) 0 % to about 5 % disintegrant; wherein the disintegrant is selected from 

crospovidone, sodium starch glycolate and croscarmellose sodium; and  

g) 0 % to about 2 % acidifying agent; wherein the acidifying agent is citric acid. 

 

2. The immediate release pharmaceutical composition as claimed in claim 1, wherein said 20 

composition comprises on a total of 100 % by weight:  

(a) from about 2 % to about 60 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole dimesylate monohydrate;  

(b) from about 36 % to about 97 % of one diluent or total of two diluents; wherein 

the diluent is selected from the group consisting of microcrystalline cellulose, lactose 25 

monohydrate, dibasic calcium phosphate, lactose, lactose hydrate, lactose anhydrate, 

mannitol, starch and isomalt; 

(c) from about 0.5 % to about  2 % lubricant; wherein the lubricant is magnesium 

stearate; 

(d) from about 0.5 % to about 1 % glidant; wherein the glidant is colloidal silicon 30 

dioxide; 

(e) 0 % to about 10 % binder; wherein the binder is selected from group consisting of 

povidone or hydroxypropyl methylcellulose; 
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(f) 0 % to about 5 % disintegrant; wherein the disintegrant is selected from 

crospovidone, sodium starch glycolate and croscarmellose sodium and  

(g) 0 % to about 2 % acidifying agent; wherein the acidifying agent is citric acid. 

 

3. The immediate release pharmaceutical compositions as claimed in claim 1 or claim 2, 5 

wherein the composition on a total of 100 % by weight is selected from the group 

consisting of:  

1) (a) from about 2 % to about 3 %  1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-

1-piperazinyl) methyl]-1H-indole dimesylate monohydrate, (b) from about 95 % to about 

97 % diluent, (c) about 1 %  lubricant  and  (d) about 0.5 % glidant;  10 

2) (a) from about 11 % to about 38 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-

1-piperazinyl) methyl]-1H-indole dimesylate monohydrate, (b) from about 61 %  to 

about 87  % of  one diluent or total of two  diluents, (c) about 1%  lubricant,   (d) about 

0.5 % glidant,  (e) about 2 % disintegrant and (f) about 1 % acidifying agent; 

3) (a) from about 24 % to about 38 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-15 

1-piperazinyl) methyl]-1H-indole dimesylate monohydrate, (b) from about 61 % to about 

72 % one diluent or total of two diluents, (c) from about 1 %  to about 1.25 % lubricant, 

(d) about 0.5 %  glidant and (e) about 2 % disintegrant;  

4) (a) from about 37 %  to about 51 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole dimesylate monohydrate, (b) from about 45 % 20 

to about 60 % diluent, (c) about 1 %  lubricant, (d) about 0.5 % glidant,  (e) about 2 % of 

disintegrant and (f) about 1 % acidifying agent;   

5)   (a) from about 36 % to about 60 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole dimesylate monohydrate, (b) from about 36 % 

to about 62 % diluent, (c) from about 0.5 % to about 1 %  lubricant,  (d) about 0.5 % 25 

glidant and (e) about 2 % disintegrant; and 

6) (a) from about 11 % to about 38 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole dimesylate monohydrate; (b) from about 61 % 

to about 72 % diluent; (c) from about 2 % to about 5 % binder; (d) about 1 %  lubricant; 

(d) about 0.5 % glidant and e) from about 2 % to about 4 % disintegrant. 30 

 

4. The immediate release pharmaceutical composition as claimed in any one of the claims 1 

to 3, wherein the dosage of 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-1-
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piperazinyl)methyl]-1H-indole or a pharmaceutically acceptable salt thereof is about 5 

mg to about 200 mg. 

 

5. The immediate release pharmaceutical composition as claimed in any one of the claims 1 

to 4, wherein the composition is in the form of tablet or capsule. 5 

 

6. The immediate release pharmaceutical composition as claimed in any one of the claims 1 

to 3, the composition having: 

i) less than 0.5 % of chloro impurity; 

ii) less than 0.5 % of unknown impurity; 10 

iii) less than 1 % of total impurity. 

 

7. The immediate release pharmaceutical composition as claimed in any one of the claims 1 

to 3, wherein the purity of 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-1-

piperazinyl) methyl]-1H-indole dimesylate monohydrate is about 99.3 %. 15 

 

8. The immediate release pharmaceutical composition as claimed in any one of the claims 1 

to 3, the composition having:  

i)  about 99.3 % purity of 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-1-

piperazinyl) methyl]-1H-indole dimesylate monohydrate;  20 

ii)  less than 0.5 % of chloro impurity; 

iii) less than 0.5 % of unknown impurity; 

iv) less than 1 % of total impurity. 

 

9. The immediate release pharmaceutical composition as claimed in any one of the claims 1 25 

to 3, wherein the 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-methyl-1-piperazinyl) 

methyl]-1H-indole dimesylate monohydrate is released about 85 % to about 100 % 

within 30 minutes when tested with the rotating  paddle at 100 rpm with 900 mL of 

dissolution media, 01N hydrochloric acid or water at 37°C.  

 30 

10. The immediate release tablet composition as claimed in claim 1, wherein said 

composition on a total of 100% by weight comprises: 
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(a) from about 2 % to about 60 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole dimesylate monohydrate;  

(b) from about 36 % to about 97 % of one diluent or total of two diluents; wherein 

the diluent is selected from the group consisting of microcrystalline cellulose, lactose 

monohydrate, dibasic calcium phosphate, lactose, lactose hydrate, lactose anhydrate, 5 

mannitol, starch and isomalt; 

(c) from about 0.5 %  to about  2 % lubricant; wherein the lubricant is magnesium 

stearate; 

(d) from about 0.5 % to about 1 % glidant; wherein the glidant is colloidal silicon 

dioxide; 10 

(e) 0 % to about 10 % binder; wherein the binder is selected from group consisting of 

povidone or hydroxypropyl methylcellulose; 

(f) 0 % to about 5 % disintegrant; wherein the disintegrant is selected from 

crospovidone, sodium starch glycolate and croscarmellose sodium; and  

(g) 0 % to about 2 % acidifying agent; wherein the acidifying agent is citric acid. 15 

 

11. The immediate release tablet composition as claimed in claim 10, wherein the 

composition on a total of 100% by weight comprises: 

(a) from about 2 % to about 60 % 1-[(2-bromophenyl)sulfonyl]-5-methoxy-3-[(4-

methyl-1-piperazinyl) methyl]-1H-indole dimesylate monohydrate;  20 

(b) from about 36 % to about 97 % of microcrystalline cellulose;  

(c) from about 0.5 %  to about  2 % magnesium stearate;  

(d) from about 0.5 % to about 1 % colloidal silicon dioxide; 

(e) 0 % to about 5 % povidone;  

(f) 0 % to about 4 % crospovidone; and  25 

(g) 0 % to about 2 % citric acid. 

 

12. The immediate release tablet composition as claimed in claim 10 or claim 11, wherein 

the total weight of immediate release tablet is from about 100 mg to 600 mg. 


