
CLAIMS 

What is claimed is: 

I) A composition comp1ising, a plurality of silica paiiicles that each have a 

surface and pores and that have a mean paiiicle diameter of about 10 to about 

120 micron and a BET surface area of about 40 to about 400 m2/g; and a 

compound of formula (I): 

or a phaimaceutically acceptable salt thereof coated in the pores or on the surface of the 

silica paiiicles. 

2) The composition of claim! wherein the silica is hydrophilic fumed silica. 

3) The composition of claim 1 or 2 wherein the silica paiiicles have a mean grain 

diameter of 20-40 micron. 

4) The composition of any one of claims 1-3 wherein the silica paiiicles 

have a BET surface area of at least 150 m2/g. 

5) The composition of any one of claims 1-4 wherein the weight 

percentage of the compound of fonnula (I) to the silica particles is 50% ± 10%. 

6) The composition of any one of claims 1 to 5 which is a pharmaceutical 

composition that fu1iher comp1ises one or more phaimaceutically acceptable excipients. 
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7) The composition of claim 6 which is fmmulated for oral administration. 

8) The composition of claim 7 which is a tablet. 

9) The composition of any one of claimsl-8 wherein the compound of fo1mula (I) 

has an enriched concentration of99 ±I% of the stereoisomer of formula (Ia): 

I 0) A method comprising combining the compound of fmmula (I): 

a suitable solvent, and a plurality of silica particles that each have a surface and pores, 

and that have a mean pai1icle diameter of about I 0 to about 120 micron and a BET 

smface area of about 40 to about 400 m2/g, to provide a mixture, wherein the compound 

of fonnula (I) is coated in the pores and on the surface of the silica pai1icles. 

44 

HML
Line



11) The method of claim 10 wherein the silica particles are hydrophilic fumed 

silica. 

12) The method of claims 10 or 11 wherein the silica particles have a mean grain 

diameter of 20-40 micron. 

13) The method of any one of claims 10-12 wherein the silica pa1iicles have a BET 

smface area of at least 150 m2/g. 

14) The method of any one of claims 10-13 wherein the weight of the compound of 

formula (I) divided by the weight of the silica pa11icles is 1.0 ± 0.5. 

15) The method of any one of claims 10-14 wherein the solvent is a (C1-C6) 

alcohol. 

16) The method of any one of claims 10-14 wherein the solvent comprises ethanol. 

17) A product prepared by the method described in any one of claims 10-16. 

18) A tablet comp1ising: 1) a compound of formula (I): 

or a pha1maceutically acceptable salt thereof and 2) a plurality of silica pa1iicles that each 

have a surface and pores, and that have a mean particle diameter of about 10 to about 120 

micron and a BET smface area of about 40 to about 400 m2/g, wherein the compound of 

formula (I) is coated in the pores and on the smface of the silica pa1iicles. 
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19) The tablet of claim 18 that further comprises another therapeutic agent. 

20) The tablet of claim 18 that further comprises 3) microcrystalline cellulose; 4) 

hydroxypropyl cellulose; 5) croscarmellose sodium; and 6) magnesium stearate. 

21) The tablet of any one of claims 18-20 wherein the compound of fmmula (I) has 

an eruiched concentration of 99 ± 1 % of the stereoisomer of fonnula (Ia): 

22) The tablet of any one of claims 19-21 which comp1ises about 10 mg of the 

compound of formula (I); about 115 mg of the silica particles; about 151 mg 

microcrystalline cellulose; about 6 mg hydroxypropyl cellulose; about 15 mg 

croscarmellose sodium; and about 3 mg magnesium stearate. 

23) The tablet of any one of claims 19-21 which comprises about 25 mg of the 

compound of formula (I); about 115 mg of the silica particles; about 136 mg 

microcrystalline cellulose; about 6 mg hydroxypropyl cellulose; about 15 mg 

croscarmellose sodium; and about 3 mg magnesium stearate. 

24) The tablet of any one of claims 19-21 which comprises about 100 mg of the 

compound of formula (I); about 115 mg of the silica particles; about 61 mg 

microcrystalline cellulose; about 6 mg hydroxypropyl cellulose; about 15 mg 

croscaimellose sodium; and about 3 mg magnesium stearate. 
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25) A pharmaceutical composition that comprise a plurality of silica paiiicles that 

each have a surface and pores, and that have a mean particle diameter of about 10 to 

about 120 micron and a BET smface area of about 40 to about 400 m2/g; a compound of 

formula (Ia); tenofovir disoproxil fumarate; emtricitabine; and elvitegravir, wherein the 

compound of formula (I) is coated in the pores and on the surface of the silica particles. 

26) The composition of claim 25 wherein the silica is hydrophilic fumed silica. 

27) The composition of any one of claims 25-26 wherein the silica particles have a 

mean grain diameter of20-40 micron. 

28) The composition of any one of claims 25-27 wherein the silica pa1iicles have a 

BET surface ai·ea of at least 150 m2/g. 

29) The composition of any one of claims 25-28 wherein the ratio of the weight of 

the compound of formula (I) to the weight of the silica particles is 

1 ±0.05%. 

30) The composition of claim 25 which is f01mulated for oral administration. 

31) The composition of claim 30 which is formulated as a tablet. 

32) A composition or method as described herein. 

47 

HML
Line




















