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We Claim: 

I A novel injectable pharmaceutical composition comprising licofelone or at least 

one NSAID selected from a group consisting of nimesulide, nabumetone, 

tapoxalin, diclofenac, flosulide, ibuprofen, indomethacin, naproxen, or 

5 tautomeric forms, analogues, isomers, polymorphs, solvates, prodrugs, or salts 

thereof, as active ingredient from 0. 1% to 80% w/v; at least one alkalizing agent 

from 0.2% to 60% v/v; at least one buffering agent from 2% to 80% v/v and a 

solvent system comprising a mixture of glycols from I% to 80% v/v; optionally 

with other pharmaceutically acceptable excipients. 

10 
2. A composition according to claim 1, wherein the NSAID is nimesulide or 

tautomeric forins, analogues, isomers, polymorphs, solvates, prodrugs, or salts 

thereof. 

15 3. A composition according to claim I or 2, wherein the active ingredient is in the 

micronized form. 

PIE 

4. A composition according to claim 1, wherein the solvent system comprises a 

mixture of polyethylene glycol and propyiene glycol. 

5. A composition according to claim 4, wherein the polyethylene glycol (PEG) is 

selected from a group comprising PEG 200, PEG 300, PEG 400, PEG 600, PEG 

700, and mixtures thereof. 

25 6. A composition according to claim 5, wherein the solvent system comprises a 

mixture of PEG 400 and propylene glycol. 

30 

35 

7. A composition according to claim 1, wherein the alkalizing agent is selected 

from a group comprising inorganic bases and/or organic bases. 

8. A composition according to claim 7, wherein the inorganic base is selected from 

a group comprising sodium hydroxide, potassium hydroxide, calcium 

hydroxide, magnesium hydroxide, calcium carbonate, magnesium carbonate, 

magnesium oxide, and mixtures thereof. 

-28-
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9. A composition according to claim 7, wherein the organic base is selected from a 

group comprising megiumine, triethanolamine, diethanolamine, and mixtures 

thereof. 

5 10. A composition according to claim 1, wherein the buffering agent is selected 

from a group comprising glycine buffer, lysine buffer, phosphate buffer, acetate 

buffer, and mixtures thereof, having a pH of 7.2 to 12.5. 

11. A composition according to claim 10, wherein the buffering agent is glycine 

10 buffer having a pH of 8.3 to 11.3. 

12. A composition according to claim 1, wherein the pharmaceutical excipients are 

selected from a group comprising vehicles, bulking agents, stabilizers, 

preservatives, surfactants, hydrophilic polymers, solubility enhancing agents, 

15 tonicity adjusting agents, local anesthetics, pH adjusting agents, antioxidants, 

osmotic agents, chelating agents, viscosifying agents, wetting agents, 

emulsifying agents, acids, sugar alcohol, reducing sugars and non -reducing 

sugars, either alone or in combination thereof. used in an amount of 0.1% to 

70% w/v or v/v of the composition. 

20 

13. A composition according to claim 12, wherein the solubility enhancing agent is 

selected from a group comprising glycerine, various grades of polyethylene 

oxides, beta-cyclodextrins, transcutolO, glycofurolO, and mixtures thereof. 

25 14. A composition according to claim 12, wherein the vehicle is selected from a 

group comprising dimethylacetamide, dim ethyl form am ide, dimethyl 

sulphoxide, N-methyl pyrrolidone, benzyl benzoate, benzyl alcohol, ethyl 

oleate, polyoxycthylene glycolated castor oils, polyethylene glycol, propylene 

glycol, hexylene glycols, butylene glycols, glycol derivatives, and mixtures 

30 thereof. 

15. A composition according to claim I or 2, which additionally comprises an 

antimicrobial preservative. 
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16. A composition according to claim I or 2, which additionally comprises an 

antioxidant. 

17. A composition according to claim 16, wherein antioxidant is selected from a 

5 group comprising ascorbyl palmitate, buty1hydroxy anisole, butyl hydroxy 

toluene, propyl gallate, a-tocopherol, and mixtures thereof. 

18. A composition according to claim I or 2, wherein ethanol and/or 

dimethylacetamide is added to further enhance the solubility of the active 

10 ingredient. 

19. A composition according to claim I or 2, wherein the injectable compositions 

are suitable for parenteral administration by intravenous or intramuscular route. 

15 20. A process for preparation of a novel injectable pharmaceutical compositions 

according to claim 1. comprising licofelone or at least one NSAID selected from 

a group consisting of nimesulide, nabumetone, tapoxalin, diclolenac, flosulide, 

ibuprofen, indomethacin, naproxen, or tautomeric forms, analogues, isomers, 

polyinorphs, solvates, prodrugs, or salts thereof, as active ingredient from 0.1% 

20 to 80% w/v; at least one alkalizing agent from 0.2% to 60% v/v; at least one 

buffering agent from 2% to 80% v/v and a solvent system comprising a mixture 

of glycols frorn 1% to 80% v/v; optionally with other pharmaceutically 

acceptable excipients, which comprises of the following steps: 

i) adding a part of one or more buffering agent(s) to tile mixture of glycols 

25 and mixing to obtain a homogeneous mixture, 

ii) adding the active ingredient(s) to the mixture followed by mixing, 

iii) adding alkalizing agent(s) followed by mixing, 

iv) adding the remaining part of buffering agent(s) with mixing to obtain a 

homogeneous mixture, and 

30 V) adjusting the pH of the mixture to an alkaline pH by adding alkalizing 

agent(s) to produce the injectable composition. 

21. A process according to claim 20, wherein the NSAID is nimesulide or 

tautomeric forms, analogues, isomers, polymorphs, solvates, prodrugs, or salts 

35 thereof. 
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22. A method of using the injectable pharmaceutical composition according to 

claim 1, which comprises administering to a patient in need thereof an effective 

amount of the composition. 

5 
23. A method of using the injectable pharmaceutical composition according to 

claim 22, for the treatment of acute painful conditions, wherein such condition 

is one or more of post-operative trauma, pain associated with cancer, sports 

injuries, migraine headache, neurological pain and pain associated with sciatica 

10 and spondylitis, postoperative pain, primary dysmenorrhea, painful 

ostecarthritis, and/or other associated disorders such as inflammation, fever, or 

allergy. 

24. Use of a composition according to claim I for the preparation of a medicament 

15 for the treatment of acute painful conditions, wherein such condition is one or 

more of post-operative trauma, pain associated with cancer, sports injuries, 

migraine headache, neurological pain and pain associated with sciatica and 

spondylitis, postoperative pain, primary dysinenorrhea, painful osteoarthritis, 

and/or other associated disorders such as inflammation, fever, or allergy. 

20 
25. The pharmaceutical compositions and processes for the preparation of 

pharmaceutical compositions substantially as herein described and illustrated by 

the examples. 

25 
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