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THE CLAIMS DEFINING THE INVENTION ARE AS FOLLOWS:

1. A tablet comprising a first layer and a secdager wherein; a) the first layer
comprises rilpivirine HCI, is substantially free ¢€nofovir disoproxil fumarate, and
wherein less than about 12.2 weight percent offitisé layer is rilpivirine HCI; b) the
second layer comprises tenofovir disoproxil fumeuatd is substantially free of rilpivirine

HCI; and c) the tablet further comprises emtridriab

2. The tablet of claim 1 wherein the first layeed not comprise emtricitabine.

3. The tablet of claim 1 wherein the second layenprises emtricitabine.

4, The tablet of any one of claims 1-3 which cosgs 27.5 + 1.4 mg of rilpivirine
HCI.

5. The tablet of any one of claims 1-4 which cosgs 200 + 10.0 mg of

emtricitabine.

6. The tablet of any one of claims 1-5 which colsgs 300 = 15.0 mg of tenofovir

disoproxil fumarate.

7. The tablet of any one of claims 1-6 whereinfitst layer further comprises one or

more diluents, disintegrants, binders, or lubrisant

8. The tablet of any one of claims 1-3 and 5-7 neimethe total weight of the first
layer is 275 + 75 mg.

9. The tablet of any one of claims 1-3 and 5-7 whrethe total weight of the first layer is
greater than 225 mg.
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10. The tablet of any one of claims 1-3 and 5-&mem the total weight of the first
layer is 275 + 50 mg.

11. The tablet of any one of claims 1-10 wheram first layer comprises a basifying

agent.

12. The tablet of claim 11 wherein the basifyimggat is selected from croscarmellose
sodium, calcium carbonate, sodium hydroxide, alumroxide, alkali metal hydroxides,
alkaline earth metal hydroxides, aluminum hydroxidgihydroaluminum, sodium
carbonate, ammonium hydroxides, magnesium carbomatgnesium stearate, piperazine,
sodium acetate, sodium citrate, sodium tartrateiuso maleate, and sodium succinate and

mixtures thereof.

13. The tablet of any one of claims 1-12 whereire ftfirst layer comprises

croscarmellose sodium, and polysorbate 20.

14. The tablet of any one of claims 1-12 wherdia first layer comprises lactose
monohydrate, povidone, croscarmellose sodium, pdbge 20, microcrystalline

cellulose, and magnesium stearate.

15. The tablet of any one of claims 1-14 wherégie tsecond layer comprises

microcrystalline cellulose and croscarmellose sodiu

16. The tablet of any one of claims 1-14 wheréi@ $econd layer comprises lactose
monohydrate, pre-gelatinized starch, microcrystallcellulose, croscarmellose sodium,

and magnesium stearate.

17. The tablet of any one of claims 1-16 wheréia first layer is in contact with the

second layer.



18. The tablet of any one of claims 1-16 thathfertcomprises a third layer that is

between and that separates the first layer angetbend layer.

19. The tablet of claim 18 wherein the third laysmprises lactose monohydrate

and/or microcrystalline cellulose.

20. The tablet of any one of claims 1-6 whereia finst layer is a polymeric film

coating that is in contact with the second layer.

21. The tablet of claim 20 wherein the first laysra polymeric film coating that

completely covers the second layer.

22. The tablet of claim 3 wherein the first lagemprises:

Unit Formula for Tablets

Ingredient (mg/tablet)
Rilpivirine HCI 275+14
Microcrystalline Cellulose 60.0+3
Polysorbate 20 0.4 £0.02
Croscarmellose Sodium 16.1+0.8

and the second layer comprises:

Unit Formula for Tablets

Ingredient (mg/tablet)
Emtricitabine 200+ 10
Tenofovir disoproxil fumarate 300 £ 15
Microcrystalline Cellulose 150+ 7.5
Croscarmellose Sodium 60 * 3.




The tablet of claim 3 wherein the first lagensists of:

Unit Formula for Tablets

Ingredient (mg/tablet)
Rilpivirine HCI 27.5
Microcrystalline Cellulose 60.0
Lactose Monohydrate 189.8
Povidone 3.3
Polysorbate 20 0.4
Croscarmellose Sodium 16.1
Magnesium Stearate 3.0

and the second layer consists of:

Unit Formulafor Tablets

Ingredient (mg/tablet)
Emtricitabine 200.0

Tenofovir disoproxil fumarate 300.0
Microcrystalline Cellulose 150.0
Lactose Monohydrate 80.0
Pregelatinized Starch 50.0
Croscarmellose Sodium 60.0
Magnesium Stearate 10.0.
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24. The tablet of claim 18 wherein the first lagensists of:

Unit Formulafor Tablets

Ingredient (mg/tablet)
Rilpivirine HCI 27.5
Microcrystalline Cellulose 60.0

Lactose Monohydrate 189.8
Povidone 3.3
Polysorbate 20 0.4
Croscarmellose Sodium 16.1
Magnesium Stearate 3.0

the second layer consists of:

Unit Formulafor Tablets

Ingredient (mg/tablet)
Emtricitabine 200.0
Tenofovir disoproxil fumarate 300.0
Microcrystalline Cellulose 150.0
Lactose Monohydrate 80.0
Pregelatinized Starch 50.0
Croscarmellose Sodium 60.0
Magnesium Stearate 10.0

and the third layer comprises 150 + 8.0 mg of nurystalline cellulose or lactose

monohydrate, or a mixture thereof.

25. The tablet of any one of claims 1-19 and 22-24 fiather comprises a film

coating.

26. The tablet of claim 25 wherein the film cogtromprises 34 + 12 mg of Opadry Il
Purple 33G100000.
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27. A tablet having a first layer that consists of

Ingredient mg
Rilpivirine HCI 27.5
Microcrystalline Cellulose 60.0
Lactose Monohydrate 189.8
Povidone 3.3
Polysorbate 20 0.4
Croscarmellose Sodium 16.1
Magnesium Stearate 3.0
Total Layer Weight 300.0

a second layer that consists of:

Ingredient mg
Emtricitabine 200.0
Tenofovir DF 300.0
Microcrystalline Cellulose 150.0
Lactose Monohydrate 80.0
Pregelatinized Starch 50.0
Croscarmellose Sodium 60.0
Magnesium Stearate 10.0
Total Layer Weight 850.0
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and a coating that consists of:

Ingredient mg

Opadry Il Purple 33G100000 34.5

Total Tablet Weight 1184.5.

28. The tablet of any one of claims 1-19 whesdifeast about 5.4 weight percent of

the first layer is croscarmellose sodium and astledout 63.3 weight percent of the first
layer is lactose monohydrate.

29. The tablet of any one of claims 1-21 wheresslthan about 12 weight percent of

the first layer is rilpivirine hydrochloride.

30. The tablet of claim 1 wherein the first lagemprises 27.5 + 1.4 mg of rilpivirine

hydrochloride and wherein the total weight of thstflayer is at least about 230 mg.

31. A tablet prepared as described herein, with ekeeption of the tablets of the
Comparative Examples.

32. Use of a tablet as described in any one ofndal-31 in the manufacture of a
medicament for the prophylactic or therapeuticttreat of an HIV infection, wherein the
medicament is formulated such that rilpivirine Al@dChieved following administration to
the human when fed is no more than about 25% grélad® rilpivirine AUC achieved

when administered to the human when fasted.

33. Use of a tablet as described in any one ofndal-31 in the manufacture of a
medicament for the prophylactic or therapeuticttrest of an HIV infection, wherein the
medicament is formulated such that rilpiviringachieved following administration to
the human when fed is no more than about 25% gréladéa rilpivirine G,ax achieved

when administered to the human when fasted.
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34. A tablet as described in any one of claims lf&luse in the prophylactic or

therapeutic treatment of an HIV infection.

35. Use of a tablet as described in any one oimddi-31 for preparing a medicament

for treating HIV infection in a human.

36. A tablet comprising a first layer and a secdayker wherein; a) the first layer
comprises rilpivirine HCI and is substantially freetenofovir disoproxil fumarate; b) the
second layer comprises tenofovir disoproxil fumeuatd is substantially free of rilpivirine
HCI; and c) the tablet further comprises emtriditab

37. The tablet of claim 36 wherein the first lagees not comprise emtricitabine.

38. The tablet of claim 36 wherein the secondriapenprises emtricitabine.

39. The tablet of any one of claims 36-38 whicmpases 27.5 + 1.4 mg of rilpivirine
HCI.

40. The tablet of any one of claims 36-39 whichmpases 200 = 10.0 mg of

emtricitabine.

41. The tablet of any one of claims 36-40 whicmpases 300 + 15.0 mg of tenofovir

disoproxil fumarate.

42. The tablet of any one of claims 36-41 whetbanfirst layer further comprises one

or more diluents, disintegrants, binders, or |umis.

43. The tablet of any one of claims 36-42 whethatotal weight of the first layer is
275+ 75 mg.
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44, The tablet of any one of claims 36-43 wheth@total weight of the first layer is

greater than 225 mg.

45. The tablet of any one of claims 36-44 wheth&total weight of the first layer is
275 £ 50 mg.

46. The tablet of any one of claims 36-45 whetbnfirst layer comprises a basifying
agent.

47. The tablet of claim 46 wherein the basifyingat is selected from croscarmellose
sodium, calcium carbonate, sodium hydroxide, alummroxide, alkali metal hydroxides,
alkaline earth metal hydroxides, aluminum hydroxidéihydroaluminum, sodium
carbonate, ammonium hydroxides, magnesium carbomatgnesium stearate, piperazine,
sodium acetate, sodium citrate, sodium tartratgiuso maleate, and sodium succinate and

mixtures thereof.

48. The tablet of any one of claims 36-47 wherée first layer comprises

croscarmellose sodium, and polysorbate 20.

49, The tablet of any one of claims 36-47 whertdi@ first layer comprises lactose
monohydrate, povidone, croscarmellose sodium, pdbge 20, microcrystalline

cellulose, and magnesium stearate.

50. The tablet of any one of claims 36-49 whertie second layer comprises

microcrystalline cellulose and croscarmellose sodiu

51. The tablet of any one of claims 36-49 whethi second layer comprises lactose
monohydrate, pre-gelatinized starch, microcrystallcellulose, croscarmellose sodium,

and magnesium stearate.
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52. The tablet of any one of claims 36-51 whethmfirst layer is in contact with the

second layer.

53. The tablet of any one of claims 36-51 thathiewr comprises a third layer that is
between and that separates the first layer andetbend layer.

54. The tablet of claim 53 wherein the third laysmprises lactose monohydrate

and/or microcrystalline cellulose.

55. The tablet of any one of claims 35-41 whetém first layer is a polymeric film

coating that is in contact with the second layer.

56. The tablet of claim 55 wherein the first laysra polymeric film coating that

completely covers the second layer.
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57. The tablet of claim 38 wherein the first lagemprises:

Ingredient

Unit Formula for Tablets

(mg/tablet)
Rilpivirine HCI 275+14
Microcrystalline Cellulose 60.0+3
Polysorbate 20 0.4 £0.02
Croscarmellose Sodium 16.1+0.8

and the second layer comprises:

Unit Formulafor Tablets

Ingredient (mg/tablet)
Emtricitabine 20010
Tenofovir disoproxil fumarate 300 £15
Microcrystalline Cellulose 150+ 7.5
Croscarmellose Sodium 60 £ 3.

58. A tablet having a first layer that consists of

Unit Formulafor Tablets

Ingredient (mg/tablet)
Rilpivirine HCI 27.5
Microcrystalline Cellulose 60.0
Lactose Monohydrate 189.8
Povidone 3.3
Polysorbate 20 0.4
Croscarmellose Sodium 16.1
Magnesium Stearate 3.0

and a second layer that consists of:
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Ingredient Unit Formulafor Tablets
(mg/tablet)
Emtricitabine 200.0
Tenofovir disoproxil fumarate 300.0
Microcrystalline Cellulose 150.0
Lactose Monohydrate 80.0
Pregelatinized Starch 50.0
Croscarmellose Sodium 60.0
Magnesium Stearate 10.0.

59. The tablet of claim 53 wherein the first lagensists of:

Ingredient Unit Formulafor Tablets
(mg/tablet)
Rilpivirine HCI 27.5
Microcrystalline Cellulose 60.0
Lactose Monohydrate 189.8
Povidone 3.3
Polysorbate 20 0.4
Croscarmellose Sodium 16.1

Magnesium Stearate 3.0
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the second layer consists of:

Ingredient Unit Formulafor Tablets
(mg/tablet)
Emtricitabine 200.0
Tenofovir disoproxil fumarate 300.0
Microcrystalline Cellulose 150.0
Lactose Monohydrate 80.0
Pregelatinized Starch 50.0
Croscarmellose Sodium 60.0
Magnesium Stearate 10.0

and the third layer comprises 150 + 8.0 mg of nurystalline cellulose or lactose

monohydrate, or a mixture thereof.

60. The tablet of any one of claims 36-54 and 57-59 thether comprises a film

coating.

61. The tablet of claim 60 wherein the film cogticomprises Opadry 1l Purple
33G100000.

62. Use of a tablet as described in any one ofmda36-61 in the manufacture of a
medicament for the prophylactic or therapeuticttrest of an HIV infection, wherein the
medicament is formulated such that rilpivirine Al@dChieved following administration to
the human when fed is no more than about 25% gréade rilpivirine AUC achieved

when administered to the human when fasted.

63. Use of a tablet as described in any one omda6-61 in the manufacture of a
medicament for the prophylactic or therapeuticttreat of an HIV infection, wherein the
medicament is formulated such that rilpiviringachieved following administration to
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the human when fed is no more than about 25% grélade rilpivirine Guax achieved

when administered to the human when fasted.

64. A tablet as described in any one of claims B&e use in the therapeutic treatment
of an HIV infection.

65. The use of a tablet as described in any onelaams 36-61 for preparing a

medicament for treating HIV infection in a human.



